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NDC 51285-575-21

Desogestrel and Ethinyl
Estradiol Tablets

0.15mg/0.03mg

I} only

THIS PRODUCT (LIKE ALL ORAL 5 MTENDED TO
PREVENT PREGNANCY. IT DOES MOT PROTECT AGANST WiV
INFECTION (AJDS) AXD OTHER SEXUALLY TRAISMITTED DEASES.
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NDC 51285-575-21
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Estradiol Tablets |  Estradiol Tablefs

0.15mg/0.03mg |  0.15mg/0.03mg

_ I} only -
Each rose-colored mablet contains

. Storage:
0.15 mg desagastrel and 0.03 mg ethinyl estradiol. Score at corerofied room tempersture 15°.30°C (59°.86°F).
BURAMED PHARMACEUTICALS, INC.
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NDC 51265-57¢6-28

Desogestrel and Ethinyf
Estradiol Tablets

0.15mg/0.03mg

Each rose-colored tablet concains
0.15 mg dasogestrel and 0.0 my echinyl estradiol,
Each white tablet contains inert ingredients.

Usual Dosage:
One mblet doly as prescribed. Ses package insert.

L

Lot No.:

Exp. Date;

NDC 51285-576-28

Desogestrel and Ethimy
Estradiol Tablets

0.15mg/0.03mg

I} only

Stora,
Sora at controlled roomcenpm-e 15°-30°C (59°.86°F).

DURAMED PHARMACEUTICALS, INC.
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Seal Line
NDC 51288-576-28

Desogestrel and Ethinyl
Estradiol Tablets

0.15mg/0.03mg

I3 only

28 e

THIS PRODUCT (LIKE ALL ORAL CONTRACEPTIVES)
IS INTENDED TO PREVENT PREGNANCY. (T DOES
NOT PROTECT AGAINST HIV INFECTION (AIDS)
AND OTHER SEXUALLY TRANSMITTED DISEASES.
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Seal Line
NDC $1285-575-21

zi Desogestrel and Ethiny]
' Estradiol Tablts

: 0.15mg/0.03mg

I} only

] 2 Day
Regimen

THIS PRODUCT (LIKE ALL ORAL CONTRACEPTIVES)
IS INTENDED TO PREVENT PREGNANCY. IT DOES
NOT PROTECT AGAINST MIV INFECTION (AIDS)
AND OTHER SEXUALLY TRANSMITTED DISEASES.
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Brief Summary Patient Package insert

Desogestrel and Ethinyl Estradiol Tablets
B only
21 Day Regimen

THIS PRCDUCT (LIKE ALL ORAL CONTRACEPTIVES) IS INTENDED YO PREVENT
PREGNANCY. [T DOES KOT PROTECT AGANST HIY INFECTION (AIDS) AND OTHER
SEXUALLY TRARSMITTED DISEASES.

MON TUE WED THU FRI SAT SUN
TUE WED THU FRI SAT SUN MON
WED THU FRI SAT SUN MON TUE
THU FRI SAT SUN MON TUE WED
FRI SAT SUN MON TUE WED THU *
SAT SUN MON TUE WED THU FRI

1 Oay Regimen Blister Cort Conteins 21 round rose-colored tablets in 2 bisster
carg attached to 2 “credn card™ dispenser. Each rose-colored tabiet comaing 0.15 mg
desogestrel and 0.03 mg ethimyl estraciol.

Orai contraceplives. 850 known as “birth control pilis™ o7 “the pitl.” are taken to pre-
vent pregnancy. 310 when taken correctly. have a taewe rate of sbout 1% per ysar
when used without Mussing any pitts. The typical tadure Fate of lirge numbers of pell
USLTS 1S fess than 3% pef yast when women who mss pilis are included For mast
women. oral coniracepives are aiso (ree of senous Of uapleasant sxi¢ efiects
However. lorgethng to taks pilis the ot pregnancy.
fFor the mayonity o) women, mmmmummm But thare are
mwmmnmmuﬂm«mmwmmmnru
Iite-threatenmg o may cause yor The nsks

€0 with txking Oral Contracep Jgnihcantly d you:

= have high blood pressure. diabetes, tigh cholestero!
= have 07 have had clothnp disorders, heart attack, stroke, sngrng pactons.
cancer of the braxst or sex orpans. pundice of Makgnant Of DEnIGN kver

tumers
Although cardiovascular disease nsks May be increased with oral coMraceptve use
after ags 40 i heaithy, non-smpicng woman (even with the newer iow-dose forma-
lations), there are alsp greater potentia! health fisks assncisted with pregnancy m
older women.
You should not trke the il f yOU SUSDECT you are pregnant of Rave unexpiened
vagnal bieednp.

Cigarette smoking lncrezses the rizk of sarieus corsiovescuiar side sitecty
from ors! cantracaptive gse. This rick incresses with 599 a8d With heavy smok-
ing (15 o1 mere cigarsties per day) mad &y yyits Mavked in women over 35
mﬂlm.hmmwm' sre strongly sdvised #01 10

Moslsmmoimep:uwmx«m The most common such effects are rau-

g between | periods. wexght gain, braast tenderness.
nemme amﬁrPhwﬂymnnoconmm These side ettects. especiafly nau-
sea png VOMIND. May subsxie withmn the first thwes months of use.

The senous side eftects of the pit) occur very infrequently. especsally i you are n

000d health and are youn). Hawever, you should know that the lotiowng medical

mmmmmmmnamumwmuu
Btood ciots in the iegs (thrombophieditis) or kings (pulmonary emboksm).
stoppage or rupture of 2 biood vesset in the brain (stroks). dlockage of biood
wm.nmmn(mnmaamm)wmmum
body. As above, the nsk of heart attacks and
strokes, 3nd subsequent senous Medical consequences.

2. Liver tumors, which may rupture and cause severs bleeding. A possible but
not definite assocrtion has been found with the pil and kver cancer. However.
fiver cancers are axtremely rare. The chance of developing kver cancer from
usIng the pil 1S thus even rarer.

3. High blood pressure, Sithough dlood pressure usuatly retums (o norma) when
the pill s stoppeg.

The symptoms assocatsd with these serious side eflects are discussed N the-
detaded p3tient labeing grven to you with your supply of pilis. No!nfym.uuoamor
clnic it you notce any unusual physical disturbances while tking the pil. in

bon, drugs Such a3 rfampin, uveﬂasmnlrnwwmmommm
may decrease ofal contraceptve effectiveness.
Tmunmmmmmwwwmunuﬂ
Soms studies have rep an in the risk Hoping breast cancer. par-
mwuammm.Tmmmmmmhnmmwnmm
use The majority of studies have found RO overall merease n the fiek of develogme
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ua.mm bloeding Datwesn MEMSITURI PENOds. wixgNl G, Dreast tenasiness
hesdache. shd diThcully waanng contact eeses. Thets sie efiacts. SspeCtilly A3y~
$£3 snd vonWting. My subCide within the tirst three Momhs of use.
The serious side effects of the pill ocouf very inirequently. especialy @ you ¢
000d health gnd are young. HOWSVe, you shoudd Know thet the followny medsca!
mmwmmumwwnu
Blood clots i e Qs (rombophiebeis) Of WNDS (DUNCIETY ErdOSM),
S0ppags or rupture of 2 biood vessal in the brain (stroke). blockage of diood
vesTats in the heart (heart Kitack of ANGINa QICIOMNS) or Other organs of the

]
LT
3
g
g1
|
:
i
{
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VT Catcers are extremely rare. mmmmmrwrm
USQ the pill 18 thrs gven carer.

fhgh DiDO0 pressure, afthough bood pressure ustally retums t0 RO when
the pi o stopped.

w

Be sure (o dscuss any medcxl coNAIbON you mmmwmmdﬂt.
mmumwlmnmww betors presering onat
contraceptives gad will sxamena you. The physical sxaminstion may be delayed W0
mmlmwlwmmwMMMinamm

g oral contracaptives. The detalled patient mwmm
ich you shouid raad and discuss with your GOctor of chine
THIE PRODUCT (LIKE ALL ORAL 1S INTEMDED TD
PREGUANCY. (Y DOES NOT PROTECT AGAINST TRANSASSEION OF MV (ADS)
ANO OTHER DSSEASES SUCH AS CHLAMYDIA,
HEWPES, GENITAL WANTS, GONORRNEA, HEPATITIS 8. AND
HOW TD TAKE THE PRLL
{MPORTANT POIIX TO REMEMSER,

REFORE YOU START TAXING YOUR PILLS:
1. BE SURE TO READ THESE ORECTIONS:
Betore you stan takox) your pils.

Anybme you 37€ R? SUrs whiat (0 do,
2. %EI%WAVTDMTPEHLLSTOTMOHE PILL EVERY DAY AT THE

11 you migs pills you could get pregrant. mmmmmm
The more pils yOou miss. the more kkely you are to pel pregnast
3 MANY WOMEN HAVE SPOTTIRG OR WORIMYFEB.SID(

TDDEIRSTOWWRNGTDEHRSTLSP%OFPILLS

SOMEMEDJGIKES inchuting some anlibeatics, your pits may ROt work at

maw«pm(mumw o1 sponge) unti! you check
with your doctor or clinic

8. F YOU HAVE TROUBLE REMEMBERING TO TAKE THE PILL. taik 0 your doc-
uww:mnmmwmumw'wmmm
method of

7. I YOU HAVE ANY QUESTIONS OR ARE UNSUAE ABOUT THE INFORMATION

N THIS LEAFLET, calt your doctor or ciemc,

SEFQRE YOU START TAXING YOUR PILLS:

1. DECIDE WHAT TIME OF DAY YOU WANT TO YAXE YOUR PILL. h is smponant
10 take i1 at DOU! the same ame svery day.

2. LOOK AT YOUR PILL PACK TO SEE THAT IT HAS 21 PILLS.
The Z1-gili gack has 21 “actve™ |rose-colorad] pills (wrih hormones) to take
for 3 weeks. followed by 1 week without pilis.

3 ALSO RAD.
1) where on the pack to start t2xng the pills,
2] in whai order {o take the pifs (follow the arrows) and
3) the week nunthers as thown in the following exampls:

=-
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4. BE SURE YOU HAVE READY AT ALL TIMES:
ANOTHER KIND GF BIRTH CONTROL (such &3 condoms. foam. or sponge) to
use 25 2 batkup I CISE YOU muss pills.
AN EXTRA. FULL PILL PACK.

WHEN TD START THE FIST PACK 7 PILLS:

‘You have a choice of which day to start tking your tirst pack of pills. Decsde with

your doctor or chme which 13 the best 82y for you PICK 2 tune of gay wiuch wll de

s3ty 10 remember.

un:wrr _____
mmwwmmmmmmxmmwm penod {thus is
the day you start diestng or SPOTING. £ven If d ts AmOSt MadnQid when the
bisedsy begess)

2. Pucs ths day label 5tnp on the Cycle tablet dispenser card over the area
that has the Gays of te week (startmg with Synday) prnted on the dispens-
ng card

Pick correct cay tapel [THU FRI_SAT SUN_MON TUE WED'

Peel and place tadet here.

Mote: it the trst day of your petiod is 2 SUnday. you can skip s1eps #1 and £2.
3 Take the first “active” {rose-colored] oitt of the first pack durng the first 24

4. You will Rot need o Use a back-up Methad of tarth control. snce you are
Eiartng the pilk at the deginning of your penod.

mmm
Taka the tirst “active” [ruse-colared) piti of the £rst pack on the Sunday xiter
your period starts, sven if you are stll Disedmg. 1 yous periog begns an
Sunday. stan the pack that same aay.

2. yisaanother method of bifth contral as a hack-up Method i you have sax any-
trme trom the Sunday you start your first pack unlil the next Sunday (7 days).
Condorns. toam. or the spange are pood dack-up methods ot birth control.

mmmmmm
TAKE OME PLL AT THE SASME TIME EVERY DAY UNTIL THE PACK IS EMPTY.
Do not skip pills even if you are spaltmg Or bieeting between manthly psn-
0G5 Or $06) Sk t0 your Stomach (nausea).
Do not skip gills aven if you 80 ROt have sex very often.

2. WHEN YOU FINIER A PACK OR SWITCH YOUR SRAND OF PRLS:
Wak 7 days to start the next pack, You will probably have your period dunng
that week. Be sure that no more than 7 days pass between 21-day packs.

WHAT TO DO IF YOU SRS3 PiLLS:

1t you 33 1 {rose-Colored] “active” pil:

1. Take d a3 5000 35 yOU remember. Mﬂunmdluywr (epuiar  time.
Tius means you take 2 piis in 1 day.

2. Youds not need to use 3 back-up birth comrol method If you have sex

nmmnmmw]mwmmnnwmmzumnm
Take 2 pills on the day you rementoes and 2 pdis the naxt day.

Z. Then take 1 pill a day ontd you finish the pack.

3 nv;umvmgmmummmiummmrmm

s,

You MUST use another brth control method (such & condoms, toam. o¢

$ponge) as a backup method (o7 those 7 days.
nmumzlwmlw pitls in a sow in THE 3RD WEEK:

# you e 3 Dgy 1 Starter:

THROW OUT the rest ot the oifl peck and start 2 new pack that same day.

1 you ovs & Sanday Stocter;

Koep taking 1 pil every day until Sundgy.

On Sunday, THROW OUT the rest of the gack and stan a new pack of pilts that

same day.

2. Youmay not have your pevind thus month but this  expected. However, it you
mwss your period 2 mOths an 3 row, CBH YOUT GOCIOT OF CXTAC DOCXuLe YOU
mgit be pregrant.

3. You MAY BECOME PREGMANT ¥ you have sex i the 7 SEYs ite! you Tess
peiis. You MUST use another birth control method (Such 3s congoms, toam,
ww)uammmtﬂm?m

ummlmmlmmhnd] ‘actve” pilts i 2 row (dunng the tirst 3 weeks):
1 you arw 3 Gay 1 Starter.

THROW OUT the rest of the pill pack 2na stsrt a new pack that same day.
o you are 8 Sundyy Sterter:

Keep taking 1 pili every day until Sunday.

On Sunday, THROW OUT the rest of the pack nd starn a new pack of pitls that
same day.

2. Youmay nol have your periad this month but this is expected. However, f you
miss your penod 2 Months in 3 row, cait your docior or Chnic because you
might be pregnant. .

3. You MAY BECOME PREGNANT U you have sex in the 7 gays aftes you miss
pitis. You MUST use another birth contro! method (Such as condoms, toam,
0f $pONGE) 33 a bark-up Method for those 7 days.

FMALLY, [F YOU ARE STILL NOT SURE WHAT TO DO ABOUT THE PILLS YOU HAVE
MRSSED:
Use a BACK-LP METKOD anytime you have sex.

KEEP TAKING ONE (ROSE-COLORED) "ACTIVE” PILL EACH DAY untd you can
reach your doctor o chec.
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. ke s eee ebieem sy o
SunGay. $121 Ui pack (Mt sama day.

2. lzsancthey method of bifth COTMIN &2 # S2Ck-up Muthod ¥ you Kave sex any-
e from the Sonday you SE2rT your frsl pack untd the next Senday (7 days)
Condoms. t0am, or the SpONGA sre 000d Back-yp MEthods of derth ConroL.

mnonommmm
TAKE ONE MLL AT THE SAME TIME EVERY DAY UNTIL THE PACK IS EMPYY.
Do not skip pills even il yau are spoftmg or bitedng between monthvy pers-
0ds or teef $ick to your stomach (ndusea).
Do not skap pills even 1l you do not have sex very often.

2. WHEN YOU FiiSH A PACK OR SWITCH YOUR BRAND OF PILLS:
Wait 7 days 10 start the next pack. You will prodably have your penod dumng
that week. B sure that no more than 7 days pass between 21-aay packs.

WHAT TO DO [F YOU MISS PILLE:

1 you MISS 1 [rose-coloned] “sctive” pitl:

1. Take it a5 5000 &S you remember. Take the next pis at your regular -time
This maznts you take 2 pifs in 1 day.

2. Yov 00 not need th uss a back-yp birth control method it you have sex.

um-ssnmwmm pefs in & row i WEEX 9 OR WEEK 2 of your pack:
Take 2 piits on the day you rsmember and 2 pilts the next 03y.

2. Then take 1 pikt 3 63y oAt you finigh the pack.

3 Yoy MAY BECOME PREGNANT il you have sex in the ] fgys atter you mas

oills.

You MUST use anothes birth control method (such as condoms, foam, of

sponge) as a backup method lor those 7 days.
ﬂywll&!!(mmadl “active” pills in @ row i THE 3RO WEEK:

# you ore 2 Day 1 Staeter:

THAOW QUT the rest of the pill pack and etart a new pack that same day.

N pou g7 3 Sxadizy Sianer;

Kaep taking 1 0l every day untd Sunday.

On Suntdy. THROW OUT the rest of the pack and start a new pack of pais that

same day.

2. Youray aot have your period this morth but this o sxpected. However. d you
mss your penogd 2 Months 1 & row, c¥ your doCIor 67 chic Decause you
might be pregran.

3 You MAY BECOME PREGNANT il you have sex io the T dgyy siter you miss
pllis, You MUST use another bifth control method (such as condoms. foam.
of Sponge) &s 2 back-up method 10/ those 7 days.

Hyou MISS 3 OR MORE |rose-colord] “actve™ pilis i & row (Gurng e K75t 3 weeks):

1. Nyeoavs s Ozy 1 Starter.

THROW OUT the rest of the pdi pack 300 start a new pack that same day.
i you sre 2 Sundzy Starter:

Kpep takng 1 pill every day untd Sunddy.

In Sunday, TRROW OUT the rest of the pack ang st 3 new pack of pats that
same day.

2 Youmay not havs your period this month bit this is expectsd. However, il you
muSS your pertod 2 MOMTNS in @ row, X3 YOUT 0OCtor Of chnuC becauss you

mght be pregnant.

3. You MAY BECOME PREGNANT # you have sex in wre 10ays anef you muss
DS, You MUST use another bxrth control method (such as conGomS. am.
of Sponge) as 2 back-up method for those 7 day.

muu.v IF YOU ARE STILL KOT SURE WHAT TO DO ASOKUT THE PALLS YOU NAVE
Use a ﬂACK-UP METHOD anytime you have sex

KEEP TAKING ONE [ROSE-COLORED] "ACTIVE™ PILL EACH DAY umtd you can
feach your 0octor of Cimug.

OURAMED PHARMACEUTICALS, INC.
CIMCINMAT!, OHID 45213 URA
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Brisf Summary Patient Package Insert

Desogestrel and Ethinyl Estradiol Tablats
B only
28 Day Regimen

THIS PRODUCY (LIKE ALL ORAL COMTRACEPTIVES) IS INTENDED TO PREVENY
PREGNARCY. IT OOES ROT PROTECT AGAINST WIV (KFECTION (AIDS) AMD
TRAMSMITTED DISEASES.

MON TUE WED THU FRI SAT SUN
TUE WED THU FRI SAT SUN MON
WED THU FRI SAT SUN MON TUE
THU FRI SAT SUN MON TUE WED
FRI SAT SUN MON TUE WED THU
SAT SUN MON TUE WED THU FRI

28 Ouy Regimen Blister Cant: Contaans 21 roung rose-colofed Gbiets and 7 roand
wivie Sandets in & bisstar card attached 0 3 “credit card” dispenser, Each rove-co-
ored tabiet containg 0.15 mg desopestie and 0.03 mp exhim estradio!. E3Ch white
fabie? contaxs ert MOTRGNNTS.

Oral contracsptives. Biso known 85 "dirth control pifts™ o “the P, are tan fo pre-
vent PreQnancy. and when txken correCtly. have 8 tadure raté of shout 1% per year
when used without missing Koy pils. The typicst fadure rate of targe numbers of pil
uzars is less than 3% per yedr when women who miss pils are nciuded, For mos
WwOmen, oral COMraceotives 318 als0 e of 84n0uS Of unpleatant Lide efiects.
However, fotgethng o take pitls the of preg

For the mujonty 1t women ‘Ol Contraceftives can be taxen safely. ﬁwmnm
mwmnnmmdwmwmmw
be Ke-Thrsatening or Wmmmtmmm
mmmwwmw

-mmmwm dabetes, tagh chotesterol

¢ hyve of have Bad CIOTHNG disOrders, haart Eitack. $ITOke, ngmna pactoris,
cancar of the DIES! Of S2X OTGANS. (ALNCICE Or MRAHOMANT OF DENION Iver
tumors

Although Cardiovascutar disaase risks may be increased with orsl contracaptve use
aftar a0n 40 i heafthy, Non~Smoking women (aven with the newer Jow-doss for-
mulations), there are 250 Grester poieitial haatth risky associaied with pragrancy
i oldes women.
You should not take the pif # you suspect you are pregnan or fave unexlained
vagena! bieading.

Cigarome smoking Incrasses the ritk ¢f serisas canfisvavcaine side oltacts
fram erst convraceptive asa. This fsh lncressys with ¥ wilh dapvy
rmeking (15 ¢ mere oigavelins pet day) and is quite in wames syer
umum.mwuumnwmm

mmmmwwmmw The must common such stiects are naw-

Mm wd:ﬁuﬂymﬁwcomm Thete gde sitects. especially nau-
323 and vorTiiting. may subside within the first twee montis of ese

The sstices nos ettects of the pill occur very Brirequently. especiatly H you are in

2. Liver tumors. which may rupture snd cause stvere blesoing. A possibie but
has been found wih the 0 and lever Cancer.

h
i

i
5
i
:

A Side eftecls are discussed in the

detailed patent isbeling grven 10 you with your supply of pilis. Netity your doctor o

clinic  you notice unususl physiCyl desturpances whilé (aing the pill. tn adgdr

tion. drogs such as , &3 well 21 some anticomvalsants snd some antidiobes
COMracentive sflactiveness.

Thers i8 contict Bmong studies regartng breast Cancer and oral contraceptive use.
Some stucies have reparted an 0 the nsk ! o g brsast cancet, par-
beutarty 31 3 younger age. Thit increaned risk sppears 10 be relsted % duration of
uee. The magority of studies have J0ung no overall inCreass th the Kk of develop-
mmmmmmmmmmnmmdmv

coem e whe €8 ara) fpstearentner Humease the findinn may b

Deriods, weight gan, Dreast tendemess, .
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Funhle Corw Juedbuvbi diiimmi e, P
2 u:v memm mAmmnu:
A0l definatp 2330Ci300N Kt Deen found with the piti and twer cancer
Howevar. kver cancan are extremely rars. The chance of Seveiopeg iver can-
cev trom g the pill 5 thus sven prer
3. High binod pressure, Sthoutth bIOD PrUSEUS ususily ITINTIS (0 ROMMY when
the pill 5 stopped.

The symploms assoCizied with thess sencus side effects are Gscugsed In the
ety pIhent Labeling geven to YOU WIth your Supply of pills. Notity your doctor of
chme f you nobice any uncsaal physical dishatances whida t2iong the i, tn addr
ton. GrUPS SUCh at MmN, 25 Wil XX SOMEe ATHCONVMEITES 2R SOMA ATINItCS
M3y GOCTERE Oral CONTTACAPLVE eHiOCtvengss.

i) breast cancer, 50Me studes Kave found an MCrease i the ncidence of cancer
Of e Cervix in women who wts Ori Contracestves. However. this hndmg may be
feiatad 1o tactors ather San the s of oral contracestves Thers 13 msuthoent evr-
dencs 10 rule out the possiditity a1 pils gy Cause SUCh cancers

Taking the pilt provides some important non-contracepive benefas. These nclude
less painful menstruabon, fets manatiue! tiond inss and snema. tewer Penc mrdec-
Gons, and lewer cancers of the OVETY NG the kg of the erus.

Be surw o discuss sny medical condition you way have weth your doctor of chinic.
mmumwm-mmmmmmml

BEFDRE YOU START TAKING YOUR PILLS:

1. BE SURE TO READ THESE DIRECTIONS:
Before.you s2art taking your pits.

AnyEime you 218 not sure what to do.
THE RIGHT WAY TO TAKE THE PiLL IS TO TAKE ONE PILL EVERY DAY AT
THE SAME TIME.

[ d

SWEKEDMS mmm YOUr pills’may 101 work a5

Uuame(manMGm)wmm
with your doctor o clinic.
6 KVOUMVETROMMMERNGTOTMMNL tatk to your doc-
tor or Chnic about how to make pili-tsiing szxier of zbout usING another
method of brth controt.
7. 1F YOU HAVE ANY QUESTIONS OR ARE UNSURE ABOUT THE INFORMATION
N THIS LEAFLET, ¢l yous SOCOr OF cinic.

REFORE YOU START TAKING YOUR PILLS:

1. mmﬂmormvvouwmrotmvmmnsmm
to faka it at aboul the same tme every day.

2. LOOK AT YOUR PiLL PACK TO SEE THAT IT HAS 28 PILLS:
The 28-aii] pack tas 21 “actwe” {roce-colored) pills (with hormones) 1o take
$0r 3 wotics, tollowed by 1 wesk of reminder | ] pills (withou) hormones).

ALSO FIND:

1) whera 00 the peck to start taking the pills.

2) in what order (0 take the pilts (JOHOw he 2rrows) and
3) the week numbers as shown in the following exampis:

Example Ony:

« nene d———
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4. BE SURE YOU HAVE READY AT ALL TIMES
ANOTHER IOND OF BIRTH CONTROL (such a3 congdons. foam. o7 sponge’ t¢
ust 28 3 DICKUD M Casa you meas DS,
AN EXTRA, FULL PILL PACK

WHEN TO START THE BIRET PACK OF PILLS:

You have a choice ©f whech ¢ay to start takung your &yt pack of péis. Decde wih
your doctor of cknic whch s the best ddy 107 you. Pick a me of day wiuch will be
€asy 1o remember.

mnmm
Pick the day label strip that starts witn the first dav of your penod (ifus 5
the day you start bisecing o7 SPOING. even d & 13 3MOST Manight when the

bleoaing begms).
2. Puce this day 2bdet strip on the cycs tablet dspenser card over the ared

that has the days of the week (SIHUND with Sunday) printed on e Grspens-
ingar. -

Pick correct day abet [THU FRI SAT SUN MON TUE WED:

Peet and place abe! here.

Note: I the trst day of your period 15 2 Sunday, you Can skip steps #1 and #2.
3. Take the twt “active” jrose-Colored] pitl of the first pack dunng the first 24
Dbours of your period.

4 You witi not need 10 use a back-ud method ot birth control, since you are
siarbng the pill 3 the begmning of YouT penod

mvmm
Taka the first “active” {rase-colored] pifl of the first pack on the Sunday atter
your penod sians. even ¢ you are Still biesdmg. i your penod begins on
Sungday, start the pack that same day.

2. Lise gnother method of birth comtrol a8 @ back-up Method f you Nave sex any-
time trom the SUNday you start yous brst pack until the next Sunasy (7 days).
Condoms. toam, o¢ the sponge are p00d back-up methods of tirth control

WRAT TO PO DURHRG THE MONTH:

1. VAKE ONE PILL AY THE SAME TIME EVERY DAY UWTIL THE PACK IS EMPTY.
00 not skip piis even ff you are spPOMENG OF bieeding between monthly pen-
ods of fee] sick 10 your Stomach (nsusea).

00 not sk pills even it you do not fave sex very ofen.

2. WHEN YOU FINISH A PACK OR SWITCH YOUR BRAND OF PMLLS:

Start the next pack on the day atter your tast “rermnder™ pill. Do not wait any
days between packs.

WHAT TO DO (F YOU 8333 PILLS:

H you MISS 1 [rose-cotored) “actrve” pii:

1. Take il a5 500N &3 yoU remember. Taks the next pifl at your regular time.
This mezns you take 2 pdis in 1 d3y.

2. You do not need 10 use 8 back-up birth control method if you have gex.

Nyoumz(me-mhml “actwe” piils in 3 row m WEEK 1 OR WEEK 2 of your pack.
Take 2 plits on the day you remember and 2 pifts the naxt day.

2. Then take 1 il 3 day ontil you hinish the pack.

3. You MAY BECOME PREGNANT 1t you have sex in the 7_£ays atier you miss

pils.
You MUST use snother birth controi method (such as congoms. foam, of
$pOnpe) as 3 DICKLP methed for those 7 days.

llynuﬁsn[msemlnm] “actnA” pilis in 2 row in THE 3AD WEEX:
¥ you sre 2 Day 1 Stavier:

THROW OUT the rest of the pifl pack and Start 2 new pack that same diy.
# you #rv 8 Suntsy Starter:

Keep tating 1 pi every day untd Sunday

On Sunday, THROW QUT the rest of the pack and $tart 3 new pack of pils that
same day.

2. Youmay not have your petiod this month but this 1S expected. Koweve, H you
miss your penod 2 Mmonths m 3 row. cail your doctor OF Cliee becauss you
might be pregnent

3 vmmYBECOMEPREGNAﬂTdmmwnwmerywnm
o, You MUST use another birth control method (such 35 condonts, foam,
usm)mmwmmmm7m

nmmammiml ~active” DHIS 1n 3 row {dunng the trst 3 weeks):
1 you are 8 Opy 1 Starier:

THROW OUT the st of the pill pack 3nd stant a new pack that same day.

# yos sre 8 Sundey Startsr.

Keep taiong 1 pill every day uniid Sunday.

On Sunday. THROW OUT the rest of the pack and stari a new Dack 0f pitts that
same gay.

2. You may not hgve your period thes month bit this is expect2d. Howeves, it you
miss your period 2 months in a row. call your doctor of chinic because you

nght b8 Dregrant.

3. You MAY BECOME PREGRANT il you have sex in the ] dava atter you muss
pilis. You MUST ysa ancther burth control method (such 4s condoms, foam,
*0t Spongs) as a back-up method for thase 7 days.

A REMIKDER FOR THOSE ON 28-DAY PACKS:

t you forget any of the 7 whde) “remincer” pitls n Week 4:
THROW AWAY the pilts you missed.

Keep Liang 1 pitl each day until the pack is empty.

You 60 not need 3 back-up method

FMALLY, IF YOU ARE STILL NOT SURE WHAT TD DO ABOUT THE FILLS YOU HAVE
WIWUPMETHODM have sex

CEED Yiyiai ML 1DACT ~AAI AGER® ~AATHIC 0N FOAY ALY cmt” o o ar

© iniat cemrie s o
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yout penod gais, even ¢ you ara siitl DIeOg 1! yOul PeIda begins o
Sundgy. SIaTt the peck Ut LM 02y,

2. Lsaapother method GLUITIN CODITON 23 2 back-up Method It you fve sex any-
tume from the Sunday you S22 your trst pack ontil the aoa Sundgy (7 aays)
Condons, toam. or the £ponge are (OO0 back-up methads of terth control

mmwmmm
VAKE ONE PLL AT THE SAME THAE EVERY DAY UNTIL THE PACK IS EMPTY.
00 not skip pills even i you e spOItng OF diseding between monthly pert-
©ds or fes! mick 10 your stomach (nausea).
Do not SKiP DIAS even 1l you 00 NOt have sex very often,

2. WHEN YOU FimsH A PACK OR SWITCH YOUR SRAND OF PRULS:
Start the next pack on tha day after yOur st “remender” pilt Do not wag any
days Detween packs.

WHAT TO GO IF YOU MISS PILLS:

1 you MISS ¥ (rose-colorsd] “active” pél.

1. Take it as $00n &5 you remember. Taks the next pill 3t your reguiar tme
Thes masns you taka 2 pifis in 1 day.

2. mmmmmmnwwmmmmnmnnom

Hymmtlw aCtve” pilts in 2 row in WEEK 1 OR WEEK 2 of your pack.
Take 2 pedis on the day you nemember and 2 pdis the next day.

2. Then take 1 pill 3 day unis you tinish the pack.

3. You MAY BECOME PREGNANT # you have sex o the 7 dxys after you mss

pills.
You MUST use anctner birth control method (such &5 condoms. toam, ot
$DONOY) 23 § Backup method for those 7 days.
llyoumume-cuu‘o] “acive” pitls in a row n THE IRD WEEK:
¥ you sru 8 Doy 1 Starier:
THROW OUT the cest of the pill pack and Start a New Pack Uit SITe Gly.
i1 yow are & Sandsy Starier:
Keep takun) 1 pits every day unm Sungy.
On Sunday. THROW GUT the rest of the pack and start a new pack of pets that
same day.
2. Youmay not have your perod this month Bis this s expected However, it you
mmwzmmlm call your doctor 67 cinit DECause you

might be

3 mmYqummwmwlmmmm
piis. You MUST use andther bt control Method (such as condoms. toam.
0f SPONQE) 23 & ack-tp Method for thase 7 days.

nmlﬂlﬂﬂt[mﬁmﬂ] “active” pIliS I 3 row (Guring the trxl 3 wesks).
i you are & Dy 1 Startyr:

THROW OUT the rest of the pil pack and start 2 new pack that sams day.
it you oru & Suadey Starter:

wnmvwmmmsm

On Sunday, THROW GUT the rest 01 tha pack and start 2 new pack of pills that
same day.

2 You may not have your period this month bit this & expected. However, f you
miss your beriod 2 monihs in 2 row. call your doctor or ctiet because you
megie be pregrant.

3. You MAY BECOME PREGMANT if you have sex in the ) gayg after you miss
pitls. You MUST use another dirth comtrol method (such as Condoms, fosm,
of sponge) as a back-up method tor those 7 days

A REMWDER FOR TKOSE ON 28-DAY PACKS:

1 you 10rge1 any of the 7 |white] “remencer” peis o Week 4:
THROW AWAY the 0lils you missed.

Keep ke 1 pél each day untd the 0ack is empty.

You do not need a back-up MEthod.

FINALLY, (F YOU ARE STIL ROT SURE WHAT TO DO ABOUT THE PILLS YOU HAVE
Usa 2 BACK-UP METHOD you have sex.

KEEP TAKING ONE [ROSE-OOLDRED] “ACTIVE™ PILL EACH DAY umti you can
{each your goctor of chnic.

DURAMED PHARMACEUTICALS, 5C.
CINCINUAT), OMSD 45213 USA
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DETAILED PATIENT LABELING \liﬂfﬂ.&usgg

Desogestrel and Ethiny! Estradiol Tablets

28 and 21 Day Baglmans Mid sy DURAMED PHARMACEUTICALS, IHC.

. CINCINNATL, OHLID 45213 USA
THIS PRODUCT (LIKE ALL ORAL CONTRACEPTIVES) IS INTENDED TO PREVENT PREGNANCY.
IT DOES NOT PROTECT AGAINST HIV INFECTION (AIDS) AMD OTHER SEXUALLY
TRAMSMITTED DISEASES.

"B only 1SS. 04/99
(00351




PLEASE NOTE: This iabeling is revised trom fime fu time is important asw
medical intormation becomes svailable. Thersfore, please review this
letraling caratully.

The foliowing ral contraceptive products contain a combination of progesto-
gen and esirogen, the two kinds of femats harmones:

Desagestrel 2rd Eihinyt Estradiol Tablst 28 Dsy Regimen Blister Card ‘
Eath rose-colored tablst contains 0.15 mg desogestrel and 0.03 my ethiny!
estradiol. Each white tablet contains inert ingredients.

Desogasirel and Ethiny! Estradio! Tabist 21 Day Regimen Blister Card
Each rose-colored tablet contains 0.15 mg desogestrel and 0.03 mg sthinyl
estradiol.

INTRODUCTION .

Any woman who considers using oral contraceptivas {the birth controt gill ar
the pill) shoutd understand the benefits and risks of using this form of birth
control. This patient labeling will give you much of the informaton you will
need to make this decision and will also halp you determene if vou are at sk
of developing any of the serious sige effects of the pifl. it will tell you how to
use the pill properly so that it wilt be as effective as possible. However. this
fabeling is not 3 replacement for a careful discussion between you and your
doctor or ctinic. You should discuss the information provided in this labeling
with him or her, both when you lirst start taking the pill and dufing your revis-
its. You shoutd also follow your dactor’s or clinic’s advice with regard ta regu-
1ar chack-ups whilg you are on the pill.

EFFECTIVENESS OF ORAL CONTRACEPTIVES

Oral contraceptives or “birth control pilis™ ar “the pd!” are used to prevent
pregnancy and are more effective than other non-surgical methods of birth
control. When they are faken correctly, the chance of becoming pregnant is
tess than 1% (1 pregnancy per 100 women per year cf use} when ysed per-
tectly, withowt missing any pils. Typical failure rates are actually 3% per year.
The chance of becoming pragnant increases with each missed plll dyring a
menstrual cycie.

In comparison. typical tailure rates for other non-surgical methods of birth
control during the first year of use are as follaws.

Cmptam 3%
Injection’ <1%
Dabhragm withspermicides:  J05s.
m spermicides;

Spermiciges alone: 2%
vVaginal s&onqe; 18 10 36%
Cervical Gap: 18 to 36%
Condom alone }male : 12%
Condom alone (female): 21%
Perigdic abstinence: 20%

No methods: 85%

WHO SHOULD NOT TAKE ORAL CONTRACEPTIVES
Clgarsite smoking increasas the risk of serious cardiovascular sige
sffects trom oral contraceplive use. This risk increases with age and
with heavy smoking (16 or more cipareties per Gay) wnd is quite
marked In women gver 35 yzars of age. Wamen who uge (ral eontra-
ceptives are Iy advised aot (0 smoke.
Somea women should not use the pill. For example, you should -1 taka the pill
il you are pregnant or think you may be pregnant. You should Also not use the
pill it you have any of the following conditions:
* A hustory of heart attack or stroke
« Blood clots in the legs {thrombophlebitis). lungs (pulmonary embolism).
of eyes
« A history of blood ciots in the deep veins of your legs
« Chest pan (angina pectoris)
« Known or suspected breast cancer or cancer of the iining of the uterus,
cervix or vagina
* Unexpiamed vaginal bleeding (until a diagnosis is reached by your doctor)
« Yaltowing of the whites of the eyes or of the skin (jaundice) during preg-
nancy or during previous use of the pilt
* Liver tumor (benign or cancerous)
* Known O suspected pregnancy
Tett your doctor or clinic # you have ever had any of these conditions. Your
doctor or clinic can recommend a safer method of birtn control

OTHER CONSIDERATIONS BEFORE TANING DRAL CONTRACEPTIVES
Tell your dactor or clini¢ ff you have or have had:

* Breast nodules. fibrocystic disease of the breast. an abnormal breast x-ray

of Mammogram

« Diabetes

* Elevated cholesterof or triglycerides

* High blood pressure

= Migraine or other headachas or epitepsy

* Mental depression

« Galibladder. heart or kidney tisease

« History of scanty or irregular menstrual periods
Women with any of 1hese conditions should be checked ofter by their doctor
or clinic if they choose to use oral contracaptives.
Alsp. be sure to inform your doctor or chinic if you Smoke or are on any med-
ications.

RISKS OF TAKING ORAL CONTRACEPTIVES

1. Risk of developing bload clots

Biood clots and blackage of blood vessets are one of the most serious side
etfects of taking oral contraceptives and can cause death or serious disabitty.
in particutar, a clot in one of the legs can cause thrombophiebitis and a clot that
travels 1o the lungs can cause a sudden biocking of the vessel carrying biood

-

to the lungs. These risks are greater with desogestrel-containing oral contra-
ceptives, such as desogestre! and ethiny) estradiol tablets. than with other low-
dase pills. Rarely, clots occur in the bigod vessels of the eye ang may cause
biindnass. double vision. or impaired vision.

It you take oral contraceptives and need elective surgery. need 1o stay in bed

for a profonged illness or have secenly delivered a baby. you may be at nsk ol - -

developing biood clots. You should consult your doctor or clinic about stop-
ping oral cortraceptives three to four weeks before surgery and not laking oral
contraceptives for two weeis atter Surgery or during bed rest. You should aiso
not take oral contraceptives soon attes gelivery of a baby. it is advisabte to wail
for at least tour weeks after delivery i ygu are not breast feeding or four weeks
atter a second trimester abortion. t you are breast feeding, you shouid wait
unti! you have weaned your child betore using the pill. (See aiso the section on
Breast Feeding in General Precautions.)

The risk of circulatory disease i oral contraceptive users may be higher in
users of high dose pills and may be greater with fonger duration ot oral con-
traceptive use. in addition, some of these increased risks may continue tor 3
number of years after stopping oral contraceptives. The risk of abnormal biood

clatting increases with age in both users and nonusers of oral contraceptives. *

but the increassd risk trom the oral contraceptive appears 1o be present at all
ages. For women aged 20 to 44 it is estimated that apout 1 in 2.000 using oral

contraceptives will be hospitalized each year because of abnormai cloftmg. -

Among nonusers in the same age group, about 1 in 20,000 would be haspial-

(zed gach year. For oval contraceptive ysers in general. i has been estimated
that in women between the ages of 15 and 34 the fisk of death due 10 a Circy-
latary disorder is about 1 in 12,000 per year. whereas for nonusers the rate is
about 1 in 50.00D per year, In the 208 group 35 10 44. the nsk is eshmated to
ba about 1 in 2.500 per year for oral cantraceptive users and about 1 in 10,000
per year 10r noNUSErs.

2. Hesrt attacks and strokss

Oral contraceptives may increase the tendency to develop strokes (Stoppage or
tupture of biood vessels in the brain) and angina pactons and neart attacks
{blockage of biood vessats in the hsart). Any of these conditions can cause
death or serious disability.

Smoking greatly increases the possibility of suffering heart attacks and
strokes. Furthermore, smoking and the use of oral conmtraceptives greatly
increase the chances of developing and dying of heart disease.

3. Gallbladder disease

Oral contraceptive users probably have a greater risk than nonusers of having
gallbladder disease aithough this risk may be related to pitis contaimng high
doses of estropen:.

4. Liver umors

In rare cases. oral contiaceplives can cause banign but dangerous liver
tumors. These berign lives tumors can rupture and cause fatal internd) bised-
ing. In addition. a possibin but not delinite association has been found with the
pill and tiver cancers m wo studies. m which a tew women who developed
these very rare cancers were found 10 have used oral contraceplives for Ipng
periods. Howev-r. Isver cancers are rare. .

5. Cancer ot the reprodoctive organs and breasis

There is confiict among studies regarding breast cancer and oral contraceptive
use. Some stunies have reported an increase 1n the fisk of developing breast
cancer, particutarty at a younger age. This increased risk appears to be refated
to duration of use. The majority of studies have found no overall increase in the
tisk of developing breast cancer.

Seme studies have found an increase in the mcidence of cancer of the cervix
in women who use oral contraceptives. However, this finding may b related to
factors gther than the use of oral contraceptives. There is insufficient evidence
to cule out the possibilty that pills may cause such cancers.

ESTIMATED RISK OF OEATH FROM A BIRTH CONTROL METHOD OR PREG-
NANCY

All methods of birth cortrol anc pregnancy are assocrated with a tisk of devel-
oping certain diseases which may lead 1o disability or death. An estimate of the
r.umber of deaths associated w.th different methods of birth control and preg-
rancy has been calculated and s shown in the following table

" ANNUAL NUMBER OF BIRTH-RELATED OR METHOD-RELATED DEATHS
ASSOCIATED WITH CONTROL OF FERTILITY PER 100,000 NON-STERILE
WOMEN, BY FERTILITY CONTROL METHOD ACCORDING TOAGE

Method of contral 1519 20-29 2529 M-34 35-39 40-4

and oyfeqme N

No fertility controf 7.0 74 91 148 “257 282
methods *

Dral contraceptives 03 05 09 19 138 316
non-smoker* *

Oral contraceptives 22 34 66 135 511 1172
smaoker®*®

wp-* 0.8 08 10 1.0 14 14

Gondom*® 1.1 16 07 02 03 04

Diaphragmyspermicide* 1.9 12 1.2 1.3 22 28
Periodic abstinence* 25 16 16 1.7 29 36

* Deaths are birth reiated
** Deaths are method related

In the preceding table. the risk of death trom anv birth contro! method is less
than the risk of childbirth, except lor oral contraceptive ysers over the age of 35
who smoke and pill users over the age ot 40 even if they do not smoke. it can be
seen in the tabie that for women aged 15 to 39, the :isk of death was highest with
pregnancy (7-26 deaths per 100.000 women. depending on aga). Among pill
users wha do not smoke, the risk of death was always lower than that associat-
ed with pregnancy for any age group, although over the age of 40. the risk
increases 1o 32 deaths per 100.000 women, compared to 28 associated with

P
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pregnancy at that gge. However. for pill users who smoke and are over the age
of 35, the estimated number of deaths exceeds those for other methods of birth
controd. 1t 2 woman is over the age of 40 and smokes. her estimated nisk of daath
is four times higher (117/100.000 women) than the estimated nsk associated
with pregnancy (28/100.000 women) in that age group.

The suggestion that women over 40 who do not smoke should nat take oral
contraceptives is based on intormation trom older. higher-dese pills. An
Advisary Commitiee of the FDA discussed this 1ssue in 1989 and recommend-
ed that the benefits of low-00se oral contraceplive use by healthy. non-smok-
ng women over 40 years of age may outweigh the possibie risks.

WARNING SIGHALS
It any of these auverse effects ocCur while you are taking oral contraceptives.
call your doctor or clinic immediately:

» Sharp chest pain, coughing of bioad, or sudden shortness of breath (indi-
cating a possible clot in the lung)
Pain in the calf (indicating a possible clot in tha leg)
w chest pain or heaviness in the chest (mdicating a possibie heart

)
Sudden severe headache or vomiting, dizziness or tainting, disturbances
of vision or speech, weaknass, or numbness in an arm or leg (indicating
2 possible stroke)
Sudden partial or compiete loss of vision (indicating a passible clot in the

eye)

Breast lumps (indicating possibie breast cancer or fibrocystic disease of

the breast; ask your doctor or chiiic 10 show you how o examine your

breasts)

« Severe pain of tepderness in the stomach area (indicating a possidily rup-
tured liver tumor)

« Difficulty in sieeping, weakness, lack of energy, fatigue, or change in

mood (possibly indicating severe depression)

Jaundice or 2 yellowing of the skin or syeballs, accompanied frequently

by fever, tatigue, loss of appstite. dark colored urine, or light colored

bowel movemsnts {indicating possible liver problems)

SIDE EFFECTS OF ORAL CONTRACEPTIVES

1. Vaginal bleeding

Irregular vaginal bleeding or spotting may occur while you are taking the pills.
trreguiar bleeding may vary from slight staining between menstruai periods 0
breaithrough bleeding which is a tiow much tike a regular period. Mrreguiar
bieeding octurs most often during the first few months of aral contraceptive
use, but may also occur after you have been taking the pill for some time. Such
bleeding may be temporary and usually does nat indicate any serious prob-
lems. It ts smpontant to continue taking your pills on schedule. If the bleeding
occurs in more than one cycle or lasts for more than a tew days. taik to your
doctor or clinic.

2. Contact leases

if you wear contact kenses ang natice a change in vision or an inability to wear
your 1enses, contact your doctor or Chinic.

3. Fivid refantion

Oral contraceptives may cause edema (fluid retention) with sweliing of the fin-

_ gers or ankles and may raise your blood pressure. If you expenence fluid

retention, contact your doctor or clinic.

4. Melasma

A spotty darkening of the skin is passible, particularty of the face. which may
perstst.

5. Other side effects :

Other side etects may include nausea and vomiting, chanpe in appetite.
headache. nervausness, depression, dizziness, loss of scalp has. rash. and
vaginal infections.

It any ot these side ettects bother you. cali your doctor or chnic.

GENERAL PRECAUTIONS
1. Mitsed pericds amd use of orsl contraceptives betore or during esrly

preguancy

There may be times when you may not menstruate fegutarly after you have
completed taking a cytie of pitls. it you have taken your pills regularty and miss
one menstrual period, continue taking your pills for the next cycle but be sure
1o inform your doctor of clinic before doing so. I you have not taken the pills
daily as instructed and missed a menstrual period, you may be pregnant. it you
missed two consecutive menstrual periods. you may be pregnant. Check with

. your dactor or clinic immadiately to determine whether you are pregnant. Do

not continue 1o take oral contraceptives until you are sure you are not preg-
nant, but continue to use another method of contraception.

There is ao conclusive evidence that gral contraceplive use is assaciated with
an increase in birth defects. when taken inadvertentty during early pregnancy.
Previousty, a few studies had reported that orat contrageptives might be asso-
ciated with birth defects. but these hindings have not been seen in more recent
studies. Nevertheless, oral contraceptives or any other drugs should not be
used dunng pregnancy unless clearly necessary and prescribed by your doc-
tor or clinic. You should check with your doctor or clinic about risks to your
unborn child of any medication taken during pregnancy.

2. Whils breast teeding

1f yau arg breast feeding. consult your doctar or clinic betore starting oral con-
traceptives. Some ot the drug will be passed on to the child in the milk. A few
adverse etfects an the child have been reported. including yellowing of the skin
(jeundice) and breast enlargement. In addition. oral contraceptives may
decrease the amount and quality of your milk. if possibie, do not use oral con-
traceptives while breast teeding. You should use another method of contra-
ception snce breast feeding provides only partial protection from becoming
pregnant and this partial protection decreases significantly as you breast feeg
for langer periods of time. You shauld consider starting oral contraceptives
only after you have weaned your child completety.



3. Laboratory tests

1f you are scheduled tor any laboratory tests. teil your doctor ar clinic you are
taking birth control pifis. Certain dlood tests may be atfected by birth control
pills.

4. Drug imeractions

Certain drugs may interact with birth control pills to make them Igss eftective
in praventing pregnancy or cause an increase in breakthrough bleeding. Such
drugs include rifampin. drugs used 107 epilepsy such as barbiturates (for
example. phenobarbital). anticonvuisants such as carbamazepine (Tegretol 15
one brand of this drug). phenytoin (Dilantn is one brand of this grug).
phenylbutazone (Butazolidin is ene brand). and possibly certain antbrotics.
You may need to use additional cantraception when you take drugs which ¢an
make oral contraceptives less effective.

& Sexually transmitied diseasss

This product (like all oral contraceptives) is intended to prevent pregnancy. it
daes nol protect apainst transmission of HIV (AIDS) and ather sexually trans-
mifted diseases such as chlamydia, genital herpes. gendai warts. gonorrhea.
hepatitis 8, and syphilis.

HOW 10 TAKE THE PILL
{MPORTANT POINTS T0 REMEMBER

BEFORE YOU START TAKING YOUR PILLS:
1. BE SURE TO READ.THESE DIRECTIONS:
Bsfore you start taking your pilts.
Anytime you are not sure what to do.
2. THE RIGHT WAY TO TAKE THE PILL IS TO TAKE ONE PILL EVERY DAY AT
THE SAME TIME.
It you miss pilis you could get pregnant. This includes starting the pack late.
The more pills you miss. the more likely you are to get pregnan.
. MANY WOMEN HAVE SPOTTING OR LIGHT BLEEDING. OR MAY FEEL SICK
T0 THEIR STOMACH DURING THE FIRST 1-3 PACKS OF PILLS.
I you feel sick to your stomach. do not stop taking the pill. The probiem will
usually go away. If it doesn't go away. check with your doctor or dlinic.
. MISSING PiLLS CAN ALSO CAUSE SPOTTING OR LIGHT BLEEDING. even
when you make up these missed pifls. On the days you take 2 pills to make
up for missed pils, you could also feel a littie sick to your stomach.
IF YOU HAVE VOMITING OR DIARRHEA, for any reason. or If YOU TAKE
SOME MEDICINES, including some antibiotics, your pills may not work as
weil,
ise a back-up method (such as condoms. foam, or sponge) until you check
with your doctor or clinic.
IF YOU HAVE TROUBLE REMEMBERING TO TAKE THE PILL. tatk to your
doctor or cimnic about how to make pill-taking easier or about using another
method of birth control.
7. IF YOU HAVE ANY QUESTIONS OR ARE UNSURE ABOUT THE INFORMA-
TION IN THIS LEARLET, call your doctor or clinic.

BEFORE YOU START TAKING YOUR PiLLS:

1. DECIDE WHAT TIME OF DAY YOU WANT TO TAKE YOUR PILL. #t is impor-
tant to take it at about the same time avery day.

2. LOOK AT YOUR PILL PACK TO SEE IF iT HAS 21 OR 28 PILLS:
The 21-gill pack has 21 “active” {rose-colored) pilis (with hormones) to take
for 3 weeks, foliowed by 1 week without pilis.
The 28-pill pack has 21 “active™ [rose-colored] pitts (with hormonas) to take
for 3 weeks, followed by 1 week of reminder {whits] pills (without hor-
mones).

3. ALSQ FIND:
1) whete on the pack to start taking the pills,
2) in what order to take the pills (loRow tha arows) and
3) the week numbers printed on the pack.

28 Pifl Pack Example Only:
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4. BE SURE YOU HAVE READY AT ALL TIMES:
ANQTHER KIND OF BIRTH CONTROL (such as condoms, foam, or sponge)
to use as a back-up in case you miss pilts,
AN EXTRA, FULL PILL PACK.

WHEN T0 START THE EIRST PACK OF PILLS:

You have a choice of which day to start taking your first pack of pills. Decide

with your doctor or clinic which is the best day for you. Pick a time of day

which will be easy to remember.

DAY 1 START:

1.'Pick the day label strip that starts with the first day of your period (this i
the day you start bieeding or spotting. even i it is almost midnight when the
biseding begins.)

2. Place this day label strip in the cycle tablet dispenser over the area that has
the days of the week (starting with Sunday) printed on the blister card.

Pick Correct Day Label [THU FRI_SAT SUN MON TUE WED]

Per) and niare lahel horo

te



YOU START TAKING YOUR PILLS:
1. DECIDE WHAT TIME OF DAY YOU WANT TO TAKE YOUR PILL. it 15 impor-
13nt to take it at sbout the same time every day.
. LOOK AT YOUR PILL PACK TO SEE IF [T HAS 21 OR 28 PILLS:
The 21-pili pack has 21 “active” [rase-colored) piils (with hormones) to take
for 3 weeks. followed by 1 week without pills.
The 28-pill pack has 21 “active™ [rose-colored] pilts (with hormones) to take
tor 3 weeks, followed by 1 week of reminder {white) pills (without hor-
mones).
ALSO FIND:
1) where on the pack to start taking the pills.
2) in what order 10 take the pills (toHow the arrows) and

N

w

3) the week numbers printed on the pack.
{28 P Pack | Exampie Only:
EEw e e )
S XXX}
168 ¢ 666 e
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BE SURE YOU HAVE READY AT ALL TIMES:

ANDTHER KIND OF BIRTH CONTROL (such as condoms, 1oam. or sponge)
10 use as a back-up in case you miss pills.

AN EXTRA, FULL PILL PACK.

WHEN TO START THE FIRST PACK OF PILLS:

* You have a-chaice of which day to Start taking your first pack of pills. Decide
with your doctor or clinic which is the best day for you. Pick a time of day
which will be easy to remember.

DAY 1 START:

1. Pick the day labet strip that starts with the first day of your period (this rs
the day you start bieeding or Spotting, even if it 1s aimost mignight when the
bleeding begins.)

2. Place this day labe) strip in the cycie tablet dispenser over the area that has
the days of the week (starting with Sunday) printed on the blister card.

Pick Correct Day Labet [THU FRI SAT SUN MON TUE WED;

Peel and place label here.

Example
Only:

Note: if the first day of wur period is a Sunday, you can skip steps #1 and #2.
3. Take the first “active" [rose-colored] pill ot the first pack during the first 24

hours of vour perjog.
4. You will not need to use 2 back-up method of birth control, since you are
starting the pill at the beginning of your period.

(XY
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SUNDAY START:

1. Take the tirst “active” [rose-colored) pill of the first pack on the Suniday atter
your_periof stas. even if yoy are still bieeding. if your period begins on
Sunday. start the pack mat 5ame day.

s a back-up method it you have sex
" anytime from the Sunday you star your first pack until the next Sunday (7
days). Condoms. foam. or the sponge are good back-up methods of birth
control.

" WHAT TO DO DURING THE MONTH:

. TAKE ONE PILL AT THE SAME TIME EVERY DAY UNTIL THE PACK I3
EMPTY.

Do not skip pills even it you are spotting or bieeding between monthty peri-
ods or fee! sick to your stomach (nausea).
0o not skip pifls even it you do not have sex very often,

2 WHEN YOU FINISH A PACK OR SWITCH YOUR BRAND OF PiLL5:

21 plils; Wait 7 days to start the next pack. You will probably have your
period during that week_ Be Sure that no more than 7 days pass
between 21-day packs,

28 pills: Start the next pack on the day atter your last “remmder” pilt. Do
not wait any days between packs.

WHAT TO 0O iF YOU MISS PILLS:

if you MISS 1 {rose-colored] “active” pill:

1. Take it as soon as you remember. Take the next pilt at your regular time. Thus
means you take 2 pils in 1 day.

2. You do not need to use a back-up birth control method if you have sex.

It you MISS 2 [rose-rolgred] “active” pil!sinammeEiH oR

WEEK 2 of your pack:

1. Take 2 pilts on the day you remember and 2 pills the next day.

2. Then take 1 pill 2 day until you finish the pack.

3. You MAY BECOME PREGNANT if you have sex in the 7 gays aftef you miss
pitts. You MUST use another birth controt method (such as condoms, foam.,
or sponge) as a back-up method for those 7 days.

H you MISS 2 [rose-cotored] “active™ pills in a row in THE 3RD WEEK:

1. if yoo ave & Day 1 Startar:

THROW OUT the rest of the pilt pack and start a new pack that same day.

i you are 8 Sunday Starter:

Keep taking 1 pill every day unti! Sunday.

On Sunday, THROW OUT the rest of the pack and start a new pack of pifls

that same day.

2. You may not have your period this month but this is expected. However, it
you miss your period 2 manths in a row. call your doctar or clinic because
you might be pregnant.

3. You MAY BECOME PREGNANT it you have sex in the 7 days after you miss
mills.

You MUST use anather bisth control method (such as condoms, toam, of

sponge) as a back-up method for those 7 days.

It you MISS 3 OR MORE [rose-coiored] “active” pills in a row {during the first
3 weeks):

1. if you ere 3 Day 1 Starter: -

THROW OUT the rest of the pill pack and start a new pack that same oay.

H yoo sre a Sundsy Starte

Keep taking 1 pil every day unm Sunday.

On Sunday, THROW OUT the rest of the pack and start a new pack of pils

that same day.

2. You may not have your period this month but this is expected. However. it
you miss your period 2 months in a row, call your doctor or clinic because
you might be pregnant.

3. You MAY BECOME PREGNANT if you have sex in the 7 days after you miss

pills.

You MUST use another birth control method (such as condoms, foam, or

sponge) as a back-up methed for those 7 days.

-

A REMINDER FOR THOSE ON 28 DAY PACKS:

It you torget any of the 7 {whtte} “remindet” pills in Week 4:
THROW AWAY the pills you missed.

Keep taking 1 pill each day until the pack is empty.

You do not need a back-up mathod.

FIRALLY, (F YOU ARE STILL NOT SURE WHAT TO DO ABOUT THE PILLS YOU
HAVE MISSED:
Use a BACK-UP METHOD anytime you have sex.
KEEP TAKING ONE {rose-colored]-“ACTIVE™ PILL EACH DAY until you can
reach your doctor or clinic,

PREGNANCY GUE TO PiLL FAILURE

The incidence of pill failure resulting in pregnancy s approximately one per-
cent (i.e., one pregnancy per 100 wornen per year) if taken every day as direct.
ed. but more tymica! failure rates are about 3%. It failure does occur, the risk
1o the fetus is minimat.

PREGMANCY AFTER STOPPING THE PILL

There may ba some delay in becoming pregnant atter you stop using oral con-
traceptives, especially if you had irreguiar menstrual cycles before you used
oral contraceptives. It may be advisable to postpone conception untid you begin
menstruating regularty once you have stopped taking the pil and dasire preg-

nancy.
There does not appear to be any increase in birth defects in newbom babies
when pregnancy occurs-$oon atter stopping the pill.

¥
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that same day.

2. Ynumaynathaveyourperiodmnsmonmbmmlsxsupeaed However. i
you miss your period 2 months in a row, call your doctor or ctinic because
you might be pregnamt.

3. You MAY BECOME PREGNANT if you have sex in the 7 days after you muss
pitts.

You MUST use another birth confrol method (such as condoms. foam. or
sponge) as a back-up msthod for those 7 days.

A REMINDER FOR THOSE ON 28 DAY PACKS:

If you torget any of the 7 {white) “reminder" pills in Weel 4:
THROW AWAY the pills you missed.

Keep taking 1 pill ezch day untit the pack rs emply.

You do not need a back-up method,

FINALLY, IF YOU ARE STILL NOT SURE WHAT TO DO ABGUT THE PILLS YOU
HAVE MISSED:

Use 2 BACK-UP METHOD anytime you have sex.

KEEP TAKING ONE [rose-colored] “ACTIVE™ PILL EACH DAY umu you can

. reach your doctor or clinic.

PREGMANCY DUE TO PILL FAILURE
The incidence of pill faiure resulting in pregnancy is approximately ong per-

* cent {i.e.. ane pregnancy per 100 women per year) it taken every day as direct-

ed, but move typical failure rates are about 3%. H failure does occur, the nsk
to the fetus i minimal.

PREGNANCY AFTER STOPPING THE PILL

There may be some delay in becoming pregnant after you stop using oral con-
traceptives, espaciafly if you had irregular menstrual cycles betore you used
oral contraceptives. It may be advisable to postpone congeption until you begin
menstruating regularty ence you have Stopped taking the pill and desire preg-

nancy.
There daes not appear to be any increase in birth defects m newbom babizs
when pregnancy occurs soon atfter stopping the pill.

OVERDOSAGE

Serigus il effects have not been reported following ingestion of large doses of
oral contraceptives by young children. Overgosage may cause nause2 and
withdrawal bieeding in femalss. In case of overdasage, contact your doctor,
olini¢ or pharmacist.

OTHER INFORMATION

Your dactor or clinic will take a medical and family histary before prescribing
oral contraceptives and will examinte you. The physical examination may be
delayed 10 another time if you request it and your doctor or clinic believes that
it is a good medical practice to postpons it. You should be reexamined at feast
once a year. Be sure to inform your doctor or clinic if there is a family history
of any of the conditions fisted previausly in this feafiet. Be sure to keep afl
appomiments with your doctar or clinic because this is a time o determine if
there are earty signs of side effects of orat contraceptive use.

Do not use the drug for any condition other than the one for which it was pre-
scribed. This drug has been prescribed specifically for you; do not gwve it to
others who may want birth contral pilts.

HEALTH BENEFITS FROM ORAL CONTRACEPTIVES

In addition to preventing pregnancy, use of combination oral contraceptives

may provide certain benefits. They are:

= menstrual cycles may become more regular

* blood flow during menstruation may be lighter and less iron may be lost.
Theretore, anemia due to iron deficiency is less likely to occur.

=
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* pain or other symptoms during menstruation may e encountered less fre-
quently.

« ectopic (tubal) pregnancy may occor igss frequently.

* noncancerous Cysts or lumps in the breast may occur less frequently.

* gcute peivic inflammatory disease may occur kegs frequently.

 aral contraceptive use may provide soms protection against developmng two
forms of cancer: cancer of the ovaries and cancer of tha hing of the uterus.

It you want more intormation about birth contro! pills, ask your doctor. clinic

"% of pharmacist. They have a more technicat leatiet calied the Professional

Labeling, which you may wish to read. The Protessiona! Labeling is atso pub-
lished in a book entitied Priysicians’ Desk Reference, availabie in many book
stores and public libraries.

DURAMED PHARMACEUTICALS, INC. « preg.
CINCINNATI, OHID 45213 USA sexua"
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Desogestref and Ethinyl Estradiol Tatlets

PATIENTS SHOULD BE COUNSELED THAT THIS PROCGUCT OOES MOT PROTECT
AGAINST HIV INFECTION (AIDS) AND DTHER SEXUALLY TRANSMITTED DISEASES.

B only
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OESCRIPTION
The 78 and 21 Day Regrmen bister cands for desogestrel and ethiyl estradiol tablets

ored ethemyd
0.15mg (13-t 11- metiene-18.18-nor- 17 apia-pregn-4-en- 20-yn-
w-onanuommmmmaum17mmmsummm~w
3.17-00) Ingtive ngrecems include cnmal shoon doxde. FDBC Blue No. 2
Aluminum Lake. FDLCMN(MO P lac-
tose YOrLE. P um....,.v 1 80, 9 tarch.
steant scd. yanaum doxids, and witamin &,

Desogestrel and ethnyl estradiol abtet 28 03y Regimen bhster caras atso coftam 7 -
white “waclive” tablels for graf admink Q the 0 nacive mgre-

CpHyl MW 31048 CooH205 MW 296 )
CLINICAL PHARMALDLORY

Pharmacotysamics

Combinabon ora comtrRceplives act by SuppressIon of gonacottopins. Alhough the pi-

mary mechanism af thes action 1 mhibihon of ovutshion, other aergions mclude
changes o the cervical mytus. mmmmdmmwmm

ically actee ot
activty with minimal mtrinsic androgenicity (31.92). Desogestrel. in
combmation with ethinyl estradiol, 80es not coumeract the ease

in SHBG, resyming m lower serum levels of free testosterons (36-99)

Prarmacekingtics
mmmvwlymmmmmmmwmmmm
ks buologically orsl adminstration. the feistve

metaholrte. Following orsl
P oi 0 Dy serum levels of 3-Hano-desogestrel,

mmmw»y

mmwocydzdmmrmwmmammmmmm mamum
ol 2805 + 1.203 po/mL {MaansSOY are reached
u a,oamurs mmmmm(wcpsumnmwm-mmr
2 Single dose. At sta20y s, sttained trom 21 Mast day 19 oMwarts. maamum concen-
trations of 5,840+ 1 667 po/mi are reached at 1.4:0.9 hours. Tne Miumum olasma lev-
s ¢ 3-keto-tesogestret 2t s¥eady stata are 1.400:560 poymL. IMAUC”,:!M
msszmnmwmommemmc,,, :H:elom o sngle

i harmone-binding plobitm kevels incraased signihcamly
mquefrundayﬂwngsdnnmmoaﬂ\ 1230259 nmolL).
The elmmnation haii-ie tor 3-keto-desogestrel 15 approamately 38120 hours at steady

J polar ites. trainty sultstes

Ethieyl estradiol is repidly and almost compietely absorbed, In the third cyche of use
mamnwmmmmmmmmmmu
1nmettnrﬂcmeotmmerasmlc latiet,
concenrations of wmmﬁddﬁﬁ:uwmmumumsﬂsnm Toe
AUC,__ 15 14715268 pg/mi, « hr afier 3 single dose. Al steady state, attmined from at
texst gay 19 onwards, mmumunmesmmmmmoﬂudswm m
rumreutabomuzoMmennmmnwmmo!wum
Steady state are 2418.3 pyml. The AUC, o, stunymismmozwmm
TmmunAU{:p_tutmmylmnMH aumhdoudu treatmant cycie
3 does not snsticantty difter trom the maan AUC), 5, ot steady state. Thes tinting ind-
cates knear anetics tor estracol
mmmw-«m;zs&amamma Etheryl estrataol is subject 1o 2

deyree of congation (phase I metabotrsm). Ethinyl estragiol

Ut watl conjugation urdargoes phase | boksm and hepatic
(ptnszlmnim)muuselmmmmzm-emmmrwwz
methoxy-¢thiny! estraciol, Suffate snd glucuronide conugates of both ethimyt estradiot
gunselmmﬂmmmmmmulumwdwommm

MDICATIONS AND USAGE

Desogestre! 2nd ethinyl estradiol tabiets ars mdicated for the prevention of pregrancy in
women who elect 1o use ordl confraceptives a5 3 Method of comracestion,

Oral comraceptives are highly efiective. Table ( lists the typcal actental pregrancy
meb:mammnnmommummammamﬂxdmm
The sfficacy of these . exeept , B2DanMs 1LpeN the et
wmmmmmnmﬂ Correct and consvstem use of these methads can result
0 fafure

TABLE I: LOWEST EXPECTED AKD TYPICAL FALURE RATES QURING
THE FIRST YEAR GF CONTINUOUS USE OF A METHDO

% of Womea Experioncing an Accisextst Pregeancy
ia the Firs! Year ot Cotinoas
Natod Expachd” Typiear**
{No Contracaptive) 85} 185)
Contraceptrves 3
mwm g ; Nat*
progestin A
Diaptwagm with spermicidat
cream or jefly 6 18
Sopermicides aions (foams.
creams, gels, jedies, vagenal
SuppOSAQries. and vaging! fim) [ 21
Soonge
nubparous 8 18
pITOUS 20 3%
Imgtam Q09 0.09
frwechon;
Megroxyprogesterone acewts 02 03
15 r)]
capper T 380A 06 038
Condom withoust spermicides
tsmals 5 21
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’ Desopestrel op estradiol tablets are indicaied for W prevention of
. and ethenyt e nreomnqm
’ women who e4act 10 s G7al CONtrace0tres 25 3 method of contracention

. . Lo . ’ . The eftxcacy of these contraceptve mEthods. EXCept Stevilzation. depends UPON the rel- -
T .o abikty with which they are used. Correet 8nd consisten yse of these methoas ¢an resutt
0 lower faiture rates. !
’ TABLE |: LOWEST EXPECTED AND TYPILAL FAILURE AATES DURIXG
THE RRET YEAR OF CONTIRUGUS USE OF A METHOD

~‘ % of Women Experiencing e Accidestst
, i the First Yosr of Contrauocs Use
: Lowest
Method Expectnd” Tynicar**
(No Contraceptve) {89) (88)
Oral Contraceptves 3
comaned 01 NA***
05 WA"'
m with spermacidal
mamoriﬂy 6 18
Spermicades #one (toams
et : - S .- creams. gess,
L . nol suppositories, and vagmal bim) 6 2
’ 9 18
- x 1
. . . . . \mptant 0.09 009
. . . o K . tnpechon: depot
T - - : R w medroxyprogesterons acetate 03 03
B - o 15 20
. o ooper T 3304 os 08
* - . Condom without spermecides
. - - ) s ”
: male ] 3 12
. Cervical Cap weth spermucidyl
- cream of jely
: ’ nutiparods 9 18
paraus 26 3%
Perodic abatmence
(aR methods) 149 20
sterifization 04 04
Maie sterfizgton 0.10 0.15
Agapted from RA Maicher et al., Table 5-2.{1984) ref. #1.
* The authors’ best guess of the experience an acci-
demia! pregnancy among B %am mmmwwrmams:
. m)wmusonwslmmm dunng the twst year  they do et stoo
. 107 any other resson.

- !Mmmmwmuﬁnmmmohwtmmty
for the tirst time), who expenence an aCcidenial pregnancy dunng the first year it they
00 Not Stop Use for any omher r8ason.

** WA — Data not available.

in 2 clinitat trial with desogestral Ind ethinyl estradiol tablets, 1,195 subyects compiet-
ed 11,656 cycies and 2 total of 10 pregnanoes wese reponied. This represents an over-
ail user-ethcacy (typical user-eficacy) pragrancy fate ol 1.12 per 100 women-years.
This rate includes patients who did not take the drup correctly

CONTRAINDICATIONS

Oral conraceptives like desogestrel and ethinyd estradiol tabets should not be used in

‘women who currently have the following conditions:
Tiwompophiehits or thromboembalic drsorders

A past history of deep vein thrombaphiebrizs or thromboMbolic dsorders

Ceredral vascuiar of coronary arery dsease

Known or sushicted crunoma of the breast

Carcmoma of the endometnum or othier known o suspected estrogen-depen-

dent

Undsagnosad abnormal gennta! dlesding

Chotestatic jaundice of pregnancy or puadice with prior pill use
CATINCMIS

Hepabe
Known or suspected preprnancy

C ALt ; Cipratts smeking incresses the rish of serious cardiovascutsr tide efects
- | ewom = rom oral comiraceptive zse. This ek lacresses with age aad with baavy smek-

yairs of 808. Women whe uxu eral contracepirves choald be strasgty advisad
nol 10 smoke.

The use ol oral contracaptives 1S aSSOCItE0 with inCreased risks of Several SEnus con-
mnmmmmwwmmrmmm stroke, hganc neoplasaa,

sreases sgndicantly i tha presence of other underying resk factors such as hyper-
. tension, hypertpiemas, cbesity and dabetes.
Practiionery prescnixng oral comraceptives thoutd be mitas with the following intor-
matien relating 10 thess nsks.
The intormation contained i this packags insart s phncipally basad on stydies carned
out m patients who used oral contraceptives with formulations of higher doses of estro-
gens &t grogestogens than those m common use today. The efftect of long term use of
the oral contraceptves with formulations of jower doses ¢ both estrogens and
progestogens remains to be deterrmned.
Throughout ths kabekng. epidermological studies repored are of two types: sefrospet-
Ve OF case comrod studies and prospective or cohorl studes. Cese control studres pro-
vide 2 measute of the refative rsk of 8 disaass, ramely, & 7210 of the incitence of a dis-
4238 among aral contracaptive useTs 1o thal among nonusers. The retstae msk does nol
Dprovide information on the actusl cimcal occurrencs of a disaxse. Cohart stixhes pro-
. vide 3 measure of annbutabie risk. winch 5 the aifference in the mcidence of dsease
— between oral contratepive users ang nonusers. The attributable sk does provide infor-



mation xhout the acTudl OCCUITENCE of 3 (56358 IN the POPUIIDON (AGanted trom rets. 2
and 3 weth the author's penmession). For further mtormation. the ceader is reterred 1o a
mmmmm

. THROMBOEMBOLIC DISORDERS AND OTHER VASCULAR PROBLEMS

4. Myocarde ¢

An mereased sk of Myocarcial infarcdon has been attriduted 1 073 COMTZ-
ceptive use. mm:mnmummww
risk tactors 101 corongry artery Orsaase SUCh 23 tyDertension.

TBroleTua morixg opesdy. 2n0 disdwies. The relatrve nsk of heart atiack for cus-
rent oral contracenirve users has besn eSMated 10 be two to s (4-10). The
sk IS very low in women snder the age of 30.

Smoking i combinahon with oral contraceptive use has been shown 1o con-

ShOwn 10 iCTease substantially m smokers, especiaily i thoss 35 years of 80e
& oloer among women who use oral contraceptives. (See Tadie i)

TABLE |i: Circuistory dissasa mortality rates per 180,000 women-pears by
ag2, mmoking statws sud orai contraceptive use

BAFR-USERS (NON-SMOKERS) [ CONTROLS rNON-SMOXERS)
U EVER USEXS (SMOKERS) [SSSS COWTROL S (SMORERS!

B8 & 8 ¥
1 1

(NO. OF DEATHS/100,000 WOMAN-YEARS)
-3
1

MORTALITY RATE

=3
1

(Adapted from P.M. Layde and V. Beral. ref. #12,)
Oral contraceptives may compeund the eftects of well-known risk tactors, such

Orat
(see sechion 9 in Warnings). Siwlar eftects on risk tactors have been zssocr
ated with an increased risk of heart diseass. wmmmmum
with Caution in wommen with cardiovascular disease risk
Desogestre! has minimal antdrogenic actvty (See cuNICAL PHARMACOLO-
GY), Ina there i s0Mme evdence that the sk of mryocardsl Bvarcion assocH
aed with oral contraceptves is lower when the progesiogen has mimmal
Wmmmnmmsm(m;

b. Thramboembotism
mmmmmmmmw%mmm

10-15 cases per 100,000 women,
Earlier case conirg! stixhes an older formulations have found tha reiative nsk
mmmmmmmawmnmmmwm
venous thrombosss, 4 to 11 for deep vein D
m15m6furwnmmmwwd1mtormwm
bolc oisease (2.3.19-24). Cohon Studies have shown the relairve risk to de
somewhat kawey. aboxt 3 o1 new Cases and abaut 4.5 101 new C25es requirng
hospratzation (25). The nsk of thromboembobkc dsease associated with oral
. 15 not retated 10 kength of use and disappears after pill use
stopoed (2)

A two- to (our-fold increase in relatrve risk of post-operative thromboembolic
complicabons has been reportad with the usa ot oral comraceptives (8). The
reitve sk 0f venous MFOMDOSTS 1 WOMEN WRO Mave prodisposing condr
tons 15 twice that ol women wihout such medical condssons (26). i feasible.
ora! contraceptves shoukd be descontinued at lest {our weeks prior 10 and 101

DENOSNS
thromboembolesm, ar3! contraceptives Should be started no earker than four
weeks after velvery in women who &ieC1 NOT to breast feed.
€. Ceretrovascutsr dissases
Oral contraceptives have been shown to mcreass both ths relatve and atind-
table nsks of cerebrovascuiar events (thrombolic and hemorrhagic strokes),
athough. in general. the risk s greatest among otder ( > 35 years), yperten-
sive women who as0 Smoke. Hypertension was found to be a rick $actor for
both users 2nd aonusers, 101 DO types ot Strokes, and smoking wteracted to
nerease the nsk of stroke (27-29).
In a large study, the retatne nsk of thrombotc strokes has been shown to
range trom 3 for normotensive users o 14 for users with savere fypertension
{30). Tmmmumm:mwulﬂmm
smokers who used orai contracaptives, 2.6 lor Smokars who did not use oral
contraceptives. 7.6 1or smokers who used oral contraceptves. 1.8 for nos-
motensive users and 25.7 for users with severe typertension (30), The atrib-
utabis nsk s atso greater m older women (3)
d. Dose-retated nisk of vascuiar disease from oral contraceptives

A posiive a3sociaon has been observed between the amoun of esirogen and

progestogen in oral contraceptives and the risk of vascular drsease (31-33). A
decine i serum hugh dansiy kpoprotems {HDL } has been reported with many
progesiahonal agents {14-16). A deciire n sarum high dentdy kpoprotems fas

progestogen and the nature and absolute amount of progestogens vsed m the

contraceptives. The smount of bath b should be consi n the
d\oudmordwmm

0 gen and p 8 m keeong with
ciples of For combenation, the

ol o
shoutd be started on Dre03rahons comarning 0.035 mg or keSS ot estrogen



grogestanonal agents {14-16). Ammnmmwmmmm
WSOCALY with I o schemc heart

Ceptive

Progestogen and the nAture and Sbsolste amount of progestogens used m the

contraceptves. The amount of duth hormones should be considereq m the

mmg:'w &mmmmamb keeping with Qood prin-
m

ciples of therspeuncs. For afty marticutas tombination, e

regimen prescCribed

estrogn

needs of the intividuat pabent. New acceptors of ora contracepineg agents

shouid be started on preparations containung 0.035 mg or less 01 estrogen.

¢. Pergistence of gk af vascukr diszage

There Are two Studies which have shown persistence of risk o v2scular teaease

Mwmdwmmlnamnmmmmmo’
| infzrction aiter degcontinung oral conraceptives per-

s5ts Tor at leasl 9 years tor women 40-49 ysars oid who had used o con-

traceptrves tor five or more years, but this cncreased rsk was Aot demonstrat-

#d n other #p# Oroups (B). In another study in Great Britain, the Mk of devel-
]

2. ESTIMATES OF MORTALITY FROM CONTRACEPTIVE USE
mmmmm;mummmmmm
fakity rate associated with Gifierent methods of contraception &t dhfierant ages

(Table lif), Thesa estmates nclugs the combined nk of dsatn associsted with

rmmmmmmmnuwmmmmwwm
tive users s basad on dats gathered o the 1970 (35). Current dinical recom-
mendation mvoives the use of lower estrogen doss formulations and a carvtu!
consideration of resk factors. In 1989, the Fertilly ang Materngl Mazth Drugs
Mmmwmmmmdwmm
women 40 years of age and over. The C oh Ca1-
uvmmmmmummwwmmm
wmmmw(mmnmmm

myumwummmmmumwmmw
means of The C e that the benefits of low-
Gose orai comaceptve use by healthy non-xmoking womarr oves 40 may out-
weigh the possibie risks.

Of rourse. older women, as ill woman who take orf contraceptives, Shacid lzke
morﬂwmwmmmmmmmmmmw
mmnimmmwmaw&mummwmﬁm [See

atie beiow.

TAALE fli: ANKUAL KUMEER OF BIHTH-RELATED DR METHGD-RELATED
mwmmmmmormmmmmmmu
WOMEN, DY FERTILITY CONTRUL METROD ACCORDING TO AGE
Matind 0f contrel and outcome 15-1! 20-24 25-8 WM BN wu

No lertilty contral mathods*

Oral contraceptves non-smoker®* 0.
mugwmmmm:" g
up--

Condom” 14 | . Y
Daphragmsspermiciae ™ 1.9 12 12 13 22 28
. Penodc atstmence” 25 £ X
° Deaths are birth related
** Deaths are method retated

(Adagted trom MW, Ory, e, #35

3. CARCINOMA OF THE REPRODUCTIVE ORGANS AND BREASTS

epiem:oingical stxhes have been performed on the ncidence of
breast, endometial, ovanan gnd caNVCa cancer n women USMg oral contracep-
tives Whilg there 2re confetng repons mast studmes suggest tat the use of oral
contrceplives 18 AR 3ssocatsd with 2n overad increase in the nsk of develaping
breast cancer. Some studees have reporied an Ncreasad ratative risk of develop-
ing breas! cancer. parbcularly at a younger aps. This increased felative risk
appears 10 be relaled 1o duratron of te (3642, 79-89)

70

3 . : k
2 66 135 511 172
.8 K

PN LIt
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-

Some Stutkes suggest that ozl contraceptve use has been sssacated with an
anmammmnmwm

women (45-48). ¢ . thery o be y 8501t the extent o
mmmmuawmmm-mnmummmm-
tors.

HEPATIC KEOPLASIA

Benign hepatic are a5 with ol h

mmmmmnmmsmmmmmswu 1ndueuummom
nave estrrated the attndutable NSk to be in the @nge of 3.3 C25¢5/100.000 tor
users. 8 fisk that increases after 10ur or more years of USe ESPECiaity with oral
contraceptives of hipher dose (49). Rupture of rare. benwgn, NEPIIC adenomas
may cause daxth through sir-gbdominal hemorrhage (50.51).

Stuches trom Brtam have shown an ncreased sk Of developng nepatoceliutar
carmoma (52-54) n long-term (>8 years) orat contraceatve users. However,
Mmaremnnu.&mmemwmk(wemmmun|
of (ver CANCRTS i Of] CONTACACIVE Users 2pATOaChEs less than oné per malkion

users
OCULAR LESIONS
There have been chmcal C250 OpOTTS of retenal thwomdasis associated with the
use of oral contracepiives. Oral contracentives should be discontinueg  there
unexpliined partal or compiete K03t of vimon; mmmmwduoon
papiedema; or reting! vascolar lesions. Appropnats dugnostic and
measures shouid be undertaken mmadiately

ORAL CONTRACEPTIVE USE BEFORE OR DURING EARLY PREGNANCY
smBummmmmmwmmmm
mmmmwwmmmmm(%-sn The
majordy of recent stuthes aiso do not indicate a terdtopens: effect. oammm
50 127 35 cardac and trmb reduction defects are (555658

mmmmmuwm
1t & recommencied Ut for any pabent who has missed two consecutve penods.
pregrancy should be nded out before contnuing oval comlraceptive use. ff the
pabent has not adhereq to the PrESCNbed schedise. the possibikly of pregnancy
should ba corsdered 31 the tme of the first missad panod. Oral contraceptive use
should be drscontinued untl pregnancy s ruisd oul.
GALLBLADDER DNSEASE
Eartet stuckes have reported an increased detme relxtive risk of gatidlacder
mnmdoﬂmmmﬁnmmmm
ies. however, have Shown that the relative ek 0f developing galblsdder disease
among oral Contraceptive users may be mmmnal (62-64). The recent findings of

mﬂrﬂmmmmmmuwmmmumsm
taming lower hormonat doses of estrogens and progesiogens.
CARBOMYDRATE AND LIPID METMLIC ERFECTS

Oral contraceptives have been $1OWN 10 Cause & deCTEase m glucose tolerance M
2 sgndicart percentage of users (17). Th:sereahnsmmmmcmny

agents (17.66). In the WOman. aral ¢ ves appear to have no
mwonmmmm.e)undmmﬂ pre-
dizbetxc and dabebc women shaiid be carafully monttoreo while iang ol con-

tracepives.

A small proportion 61 womer wil have persestent hypertrgiyceridenmsa wiwe on
the pil. As discussed earker (52 WARNINGS 1.3, and 1.4.), changes n serum
tngtycendes and ipapraiein b:vels e been reported in oral contraceptive users.
ELEVATED 8L0OD PRESSURE

An increase in biood pressu.¢ HIS deen reported in wormen taking oral contra-
ceptves (68) and this merease. os mrore hkely in older ol contracestive users (69)
ang with extenced Surabon o se (81).
thnmlmxmmmnzmeW

dormuzed trdls have shown that the noence of hypertension incraases with
Women with a twstory of lyp or hyper reixted of renal

thssase (70) should be encouraged to use another method of contracepbon. H

SI0p0NYg oral COMTACHDLVES (68). N there 15 o ifference n the occurrence of
nmmmanMMm(&mh)

Ihemo( ot o > of headache with a new
pattem which 15 recurrent, DersiSWAL Or savere feguires ¢rsCOMALILON of 0ral
contracegines and evaluabon ! the cause.

BLEEDING IRREGULARITIES

Breakthraugh bleedmg and spotting are somstimes encourtered  pahents on
oral comraceptves, espaciztty dunng the 1irst three months of use. Nonhormaonal
causes ¢ houid be considered and adequate agnostic measures tken to rule out
malgna Cy of pregnancy m the event of brea‘divough biseding, 3S in the case of
anvy abnarmal vaging! bieading i prthology has been excluded. time or a change
to another tormulation may sotve the prodiem. in the everr o amendnhea. preg-
aancy *should be ruked oul

Some women May encounter post-pial thes or especial:
fy Whe') SUCh § CONdItion was pre-existen!.
ECTOf IC PREGNANCY

Ectop:: as well 23 Mirautenne prEgRINCY My 0CCur m contraceptve taiures.

PHYSICAL EXAMINATION AND FOLLOW UP

# 15 pood mevical practice for & women to have anme! history and physical
CATIRTONS. NCRAING wOmen Using oral contraceplives. Tmmumm-
tion, however. may be deferred until after intizton of ofal contraceptves if
requestad by the woman and wudged appropnate Dy the chnician. The physical
eximination should include specil reference 10 blood pressure, breasts,

3 3trong family history of breast cancer oF who have brexst nodules should be
frontored wiih particur care.

L PID DISORDERS

Viomen who are being treated for Nyperlipdemizs should ba tollowed closely i
ey eioct t0 uss o3l contracapines. Some progesiopens may elewate LXK levels

nd renger the control of hyperiipidensas more drfcutt.

LIVER FUNCTION

1" puntce 8PS (N any woman ng such drugs, the medication should
be gacomtmued. Sterond hormones may be poorly metabolized in patients with
mpatrett ver tunction,

FLUID RETENTION

Oval contraceptives may caute 50me degree of fiuig retention. They should be
prescribad with caution, mdMMwmmmnﬂmw&mer
thNmmbeaEummwmndmm

EMOTIONAL DISORDE|

Women with a history of depression should be carefuily observed and the drug
oscontinged d depression cecurs I 8 52n0us degree

CONTACT LENSES
cmmmmmmwmuwmmmm
showﬂbensessedhvanoummdo
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6.

1.
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opratt shoutd be £0 Mo OUT MaigN3ACY
a tamaly hestory of breast cancer of who bave braast noguies should be
with parhcuiar care

LIPID DISORDERS

Womnen who are bewig Lreated for nypertpidermuas should be followed closely o
they slect 10 ust 07 . Same groges may sievate LDL levels
and may renger the control 6f Myperkpidemias more )

LIVER FUNCTION

1t faundyc develops in 2y worman raceving such drugs. te medicahon should
be tescontnued. Sterond hormones may be poorly Melanolized o pILENts witn
mpgined dver function.
FLUID RETENTION
0rat contraceptrves

BCMACTLENSES
wmummwmmmmawwnmm
shoyig oe assessed by an ophithamologist

DRUGINTERACNONS

Reduced efficacy idence of bloadng ana men-

ml.rmmmwmmmmmma

smitar gssocztion. Ough lexs marked, Ras baen sugpestsd with barbmurates.
p lwum e a0d possitly with gnseafis-
mmmwm

INTERACTIONS WITH LABORAJ’ORY TESTS

Certain endocnine and ver funcbion tests and biood components may be aftect-

d by oral contracepiives:

4 increased prothrombin and tactars VI, VIlL. (X #nd X: decyessed aniithrombn
3: ncraased

a.nmmmmmmm{lmummsmbe
increasad, while tow-densily ipoprotac cholesierol (LDL-C) and total choles:
mrdﬁmwlmvhadmmwmnww

1. Glucose talerance May be Gecramsed.

pmlmemmwuwwwmmmm

of ciinical sify it a2 woman pregnant shortly aher Giscon-

uumunnlwmmm

CARCIROGENES!S

See WARNINGS section.

10. PREGNANCY

Pregnancy Category X. See CONTRAINIXCATIONS and WARNINGS sections.

1" NURSINGMCITH

Smal amounts of oral contraceptve steroids have been identified in the mik of
mathers 3nd 3 1w adverse efects on the child have deen repored.

quantity
and qualty of brezst mik. if postdie. the nursing mother shoukl be advesed not
to use oral contracepimes but to vss othes forms of contracephion until she has

compisiely weaned her chuid.
12. SEXUALLY TRANSMITTED DISEASES

Panents showld be counseled that this product does a0l protect against HIV infec-
ton (AIDIS) and other sexually transmitted dissases.

INFOQRMATION FOR THE PATTENT
Ser Paieni Labetmg Printed Below

ADVERSE REACTIONS
An ncreased risk of the following senous sdverse reactions s deen associated with
the use of ora: contraceptives (see WARNINGS section):

-Heoatm-umm benign Lver tumors
The have

Thrombopivebitrs and venaus thrombosis with or without emtbotism

d in pabents receiing oral contra-

cepnvesmmbakzvedtobeﬂrwwm
* Kausea

ans(masmdmmwmosammm

Gastrountesting
Breaithrough breeding
Change n menstrual tiow

f

* Amenorrea
« Temparary urtertility sher dscontmdtion of ireatma

PR L



The foliowsn) adverse reactions have been reporied in users of o7l contracentives ana
the 2850¢izhon A2 Deen nefther confmmed nor rebuted-
Pre-menstrual syndrome

Changes in 2ppette
Cystitis-ie Syndrome

OVERDOSAGE

Senous d effects have not been reported fofowing acuts ingestion of Large doses ot 072l
comraceptives by youny chddren. Overdosage may cause fausea and withorawal
Disating may ocour i feMales.

MON-CONTRACEPTIVE HEALTH SENEFTS

The foliowsnq non-contraceptive health beneits retated o the use of aral contsacepves
mmmwmmmmmwmm
mutatons corntaning doses exceedng 0,035 mQ of ethnyl estradiol or 0.05
mQ of mestranol (73-78).

Eﬂmmm
mesirudl Cycie reguarty
mmmmmmoﬂmmm

The use of the Desogestret and Fthuny! Estradiol Tadiet 29-Day Regimen for contracep-
mmumommnwmmmmmw When
the tablets are admwreslgred during the postpartum oeriod. the INCreasad risk of throm-

with penod must be considered. (See

mmmm
rose-colored tabier should be taken oo the hmsmaﬂtrnmumnm n

boembolic disaase associated the pastazrtum pemd must be considered. (See
CONTRANDICATIONS and WARNINGS rmareming thmmhosmbnis dicrace Sas w-r



Shy Erushes e Pack. The pateent SO e wnstructed 10 US¢ 3 Dok~ MEAIO0 0 D7,
control 4 she NS Eex in the seven (7} days otter MeShng OIS, I the pahent musses two
(2) active tablets in the tht week or Messes three (3) O MOre 3ctve tabiets 1 a row.
the patent should trow cut the rest of the pack and start a new Sack 1Nat same oy
The patient Shoui0 b mestructed to S8 3 BaCK-UP method o barth Conirol ¥ she has sax
1 the seven (7) Gays after mssing pdis.

o lmen (Sandzy
M&"&’umh@wﬂﬂﬁwmwﬂmuum.mﬁ

i (5 taien Gty for 21 days For subcaquent cycles. o tAdIELS are taken for seven
Gays. then 2 New course s $1arie0 0f 0ne tahiet a day for 21 cays instiutng 3 3-weeks-
0. one-waek-0ft 003age regumen Wnen mitating a Sunday st regrmen. another
mMethad of CONTACEDUON Showld 08 used until atter the st 7 consecutwe davs of

Tha use of Desogestrel and Etminyl Estradiol Tabiet 23-Oay Regemien 107 €

My be DD 4 WEEkS POSIDATIUM th WOMEN WO wiect not to braast teed When the

tabists are soMenstered during the posIrturn period. the mereased sk of throm-
with the postpartum penod must be considered. (See

Drs and Two (2) tablets the next Gay: and then contimue tiong one (1) tabiet a day ynl
the trnghes the pack. The patent should be mStUCKEd 10 se a batk-up mathod of brth
vontrol f she has sex o the saven (7) days aRef MISSING pais. 1 the pIben msses two
(2) actve tablets i the third week or misses three (3) o7 more tablets m a row. the
patent should continos taking one tablel svery Gay unti! Sunday. On Sunoay the patient
Should oW Out the rest of the pack and stist a new pack thal same day. The panent
Should be IStructed to USe a back-up method of brth control if she has sex i e seven
{7) days aner missing piis.

28-Day Rogimen (Day 1 Start) ! »
The dosags of Desogesirel and Ettumyt Estradiol Taokt 28-Oay Regrmen for the inmal
Cycle of therapy s one tablal adroinistered dady from the 15t day Swough 2151 day of
e menstrual cycle, coumtng the first day of menstrual How 2s ~ Gay 1.7 Tablets are
taken wathout interruption as tollows. One rose-colored tabiet dasly tor 21 days. then one
witda tabiet d2ily for 7 6ays. After 28 tablets nave been taken, 3 NEW Course «§ Sidried
and a rose-Cotored tabiet is Wiken the next 42y.

The use of the Desogastrel and Ethinyl Estradio! Tabiet 28-Day Regsmen for contracep-
mmumd@mhmmmmmmm.m

(he Lablets ae dunng the postpartum penod. the ncrassad nsk of throm-
boembolxc disa3se 3530120 With the POSTHIMNUM penod must be consdered. (See
CONTRAINDICATIONS 3nd WARNINGS concemning thromboembokc dissass. See aso

PRECAUTIONS for “Nurstng Mothers °) if the panernt starts on desogestral and ethowi
estradiol tablets pestpartum. and has not yet had a period. she should be mstructed to
Use another methoo of CONtradeption Nt 3 rose-colored tablet nas deen taken daity for
7 days. The theiity of and fon prior W indtiahon of madication
should be conswered. If the patent misses one (1) achve tablet in Waeks 1. 2. 07 3. the
tadiet should De taken a3 soon a3 she remembers. [t the pabent misses two (2) actve
@blets in Weeek 1 0r Weak 2, the patisnt should take two (2) tablets the oy she remem-
bers 3nd two (2) tabiets the next gay; and then conhinue taking ane (1) tablet a day untd
she hinishes the pack The pabent should be instructed 1o use & back-up method of birth
control i she has sex In the seven (7) aays her mssing pills. it the paten misses two
(2) active Qabiets m the third week or Misses thres (3) of More actwe tabiets M 2 row.
the patrert should throw ol the rest of the pack and start 3 new pack thal same day.
The patiers should be instructed to use 3 back-up mathod ot birth control if she has sea
m the seven (7) days atier missing pels.

23-Oay Rygimen (Sunday Start)

When tating the Desogestrel and Ethnyl Esiragiof Tabiet 28-Day Regimen, the ferst
rose-colored Rablet should be taken on the first Sunday aftey menstroation begins, i

men. another method of contraception shoutd be usad until atter the first 7 consecutive
days of admnstration.

The use o Desogestrel 2nd Ethiny! Estradiol Tablet 28-Day Regimen for contracaption
may be indirted 4 weeks postparium. When the tablets are 20mnisiered ounng the

period, the i sk of o5ease iated with the
postpartum penod must be consdered {See CONTRAINDICATIONS and WARNINGS
conceming thromboembobe disease. See atso PRECAUTIONS for “Nursing Mothers.”)
#f the pabent starts on gestrel and ethmyl ublets pastpar ang has not
yet hat a period, she Should ba instructad (0 use another method of contracepton until
» rose-colored tabiet nas been taken dady for 7 days. The possibliity ¢! owuiation any

pror 1o ini of shouis be joered. H the pamiemt misses
one (1) actve Labiet i Weeks 1, 2. or 3. the tahlet should be taken as soon as she
remembers. ! the patent mreses two (2) actve tabiets m Week 1 or Week 2, the patient
should teke two (2) tzblets the day she remembers and two (2) tablets the next dzy. and
then continug talong one (1) tablet a day unte <he fmshes the pach. The patent should
be instructed to usa 3 tack-up Method of brth comtrol it she has sex m the seven (7)
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days shter messng péts. 1 the pahent Misses two (2) actve tabiets o the thnd week o
messes three (3) or More tabiets in & fow. the pahent snoutd continue taxing one tadle!
every shouid throw out the rest of the pack and

method of birth control f she

ALL ORAL CONTRACEPTIVES

nrumvown Pleeding. Spotting. and amengrrhea gre fréguent réasons fnr pahents
oral cor! In breakihrough blescing. s m i caises of iregu-

wmnqtrommmm noffuncpongl causes shouid be bome n mund (n undr

SgnoSa persestent or recumment abnormal Diteding trom the vagena, adequale dhg-

noshic measures &re indiCated to ruie Out pregnancy of Malignancy. i parology has

been exciuded. time or 3 thange to anather formMmutabon May Soive the probiem.

Changing 10 an oral condraceptrve with 3 hghiar estrogen content, winie potentuly

wmdmnmmxmqnuusﬂwneouhﬂry shouid be doAe ONly  pecessary since
may the nsk of ic disdase.

. the
Use of oral contraceptives m the event of a missed menstrual benod.
1

H the patient has not adhensd to Mo prascnbad scheduie, the possibidy of preg-
nancy shoukd be considered a1 the time of the first messed penod and oral con-
fraceptive use should be discontinued unti! pregnancy IS ruled out

2. fithe patent has aghered to the prescribed regrmen and misses two Consecutve
perods, pragnancy shotid be ruied out before contnueng oral contracephve use

(abiets ang .
tadiet (0¢bossed with = %~ on gne side and “575° mmmmmﬂmmmg i

Wamomwmmmmm(m\m-s on one

side and "S70" on the other side) contamns

c«mmsm:mmmmm&m

Wmtwmwzlmmmmmﬂm

unscored rose-coured tablets. Each rose-colared tadlet (debossed with “ 4" on one si0e

'575'mmmm'molsmmmmooammmm

mdsmrmmmzasmzs.

STORAGE: Store at conarolisd room temperatire 15°-30°C (53°-85%F).

H oWy

DURANED PHARMACEUTICALS, L.
CINCHNMATL, OMI0 45213 USA

é

I.mmau.au'mmewwm.&w
vortNY;lrvirmmPuN‘snm Stases BV. Oral contraceptives and cardiovascukdr drs-
ease. (PL1). N Engl J Med 1981; 305: 612-618. 1snusvommmwum

recent expestence. oosmeymmnsae 49 (3)299-302. 25. Vessey M, Dot A Peto R,
.&oﬂmm&\ﬂhmPAlom—hmmmA study of women using driterent methods

Greenberp G. Tl and caroSCUlN (sictions associled
with gral the satety of 50- ang 35-meg oestropen
pregaratons. &MJINZ&H&Z‘N)"SMIG! 3. Ky CR. and
arteria} dissase-evidence from the Royal Coliepe of General Praciioners’ Study. Am J

Oostet Gynaco!l 1882; 142:762-765. 4. Aoyal Coilege of General Practitioners:
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2% of w8 Euig) GCIYTIA OF UNTOT -
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Brief Summary Patient Package insert
Desogestrel and Ethinyi Estradiol Tablets

— —— _Boy

Orat contraceriives, 3150 known as “birth control pitis™ or “the pill,” are taken to prevent
pregrancy. and when taken correctly, Rave a facure rate of 20Ut 1% per yaar when used
without messing any pis. The typicas tariure rats of large numbers of pdl users is less
than 3% Der year whenh women who miss pils are inciuded, For most women, onl con-

For the maority of women, 052l Gonjracentives can be taken axiely. But there are some
mmmmnmmmmmmmn!mum

ot Ay cause it drsabilty. The reks essocited with
umu:;mmwmmmwwnm

* have high DI00d pressure, csabetes, high cholesterot

= have or have hao CIOTing dijorders, teart Stiack, S10Ke, SNOING pectors. can-

wdmnmmmommuamuwmrwn
Arhough camhovicular drsaxse rxks may pe use
atter age 40 in heatty, mumm(mnmmmmm
tons), there are 2iso Qreatee POITHD hesth rsks 2SS0GALEO with pregnancy in oider
women.
mmummrwsmmmﬂmmmmuumr
nat bleeding.

Cigavetm suolan) increases the risk of seriows cansiovascatar side sllacts from
ors! 38 Theg risk ¢ with age ummmus
mmwmm)ﬂnuuuehmwumum
Womaen who e3e onsl contracenives are srengty stvizad not to smeke,

Most side eftects of the il 2re not s2nps. The MESE COMMON SUCH FHiects 218 nause,

vomiting. bleeding between mensiual penods. weighi gun. breast vendermess,

headachs, and Gificutty wearng Contact lenses. These 3108 effects, especially nawrsea
and vomiting. may subside witin the first three months of use.

The serious side ethects of the pill occur very nirequently, especially @ you are in good

heatth and dre young. However, you shoutd know thad the following madicat congitions

nmbunasmmdwmotmwumbvmjl
Biood clots in the tegs (trombophiebais) cr tungs (puimonary emboksm). stop-
Page X nupiurs of 3 biood vesssl in the brsin (stroke). blockage of diood vestels
inthr heart (heart anack o Ingina pectoris; or other organs of the bogy As men-
tione 3 gbove, Smoking mereases e sk of heart aitacks and strokes, and sub-
saquent senous MEICal CORsequences.

2. Live. tumaors, which may rupture 3nd cause severe biteding. A possibis dut not
deh ms assocation has been found with the pill ang lkver cancer. However, iver
cancers are extremety rars Tha chance of osveloping iver Cancer trom using the
ol 15 thus even rarer.

3. Figh biood pressure. atthaugh tlood pressure ususiy retums 10 nosmal when the
pill 1s stopped.

The symptoms associated with these Senous si0e etlects arm dmscussed in the detaled
patient labeting given 1 you with your supfily ot pitls. Notity your doctor or clin i you
nolce any umusud physical desturbances winlé taiing the pifl, In adion. drugs such
25 rifampin, as well 35 some amiconwAsants and some atibiotics Mmay decreass ol
comraceptive ctieciveness.
Thers is conflct among studies reganding breast cancer and oral contraceptive use,
Somn studies have reported an increass in the risk of developing bresst cances, partic:
utart' 312 younger age This mereased fsk appears to be related to duration of uss The
macrty of studies Rave TOUNG no overall increase in the risk 6f Geveloping dreast can-
ce1, Some swdies have found an merease in Te incrdence of cancer of the cervix in
wonen who use oral contracepiives. However, this finng may be reisted to tattors
otter than the use of oral contraceptrens. There 1 insuttitien! evidence 1o rulg gut the
pos sihilty that pills may cause such Cancers.
Tak ng the pill provsaes some Important non-cantraceptive benefits. These include hess
pasrdul menstnsation, less mensirual bloo 1058 and anemia, tewer petvic infections, and
tewer cancers of the ovary and the ning of the ulercs.
Be sure to 0rscuss any medical condibon you May have with your doctor or chinic. Yourt
doctor or cinic will take 3 medical and tamsy fustory bstore prescrd oral contracep-
tives and wil examene you, The physica! exsminaton may be detayed 10 another time o
you request 4 and your GOGIor Of climc believes that it is 3 Qong medial practics o
postpone ¢ You should be resxamined 31 ladst 000 3 year wiule @ian) oral contracep-
trves. The detaded patient information tabeting gwes you further mformation which you
shouid read ang dgcuss weth your dOCT0T Of Clnk.
THIS PAODUCT (LIXE ALL ORAL CONTRACEPTIVER) IS WYENDED 7O PREVENT
HIEGIMC! nnoexummmmmmmusmumvmmmu
ER SEXUALLY TRANSWHTTED DISEABES SUCH AS CHLAMYDUWA, GEN
PES wammm GOMORRMEA, KEPATITIS B, AND SYPHILIS,

=i o paTIENT | KAKT ING



ularty at a younger age. This mcreased nsk appears 10 e reldtes 10 GUrILON 01 uSe. int
oty of stuches tave tound no overdll Ncrezse N the risk o developing breast can-
cer. Some shudies have foung an Increase n the ncoence 6f cancer of the cervix m
women who 1S4 oral contraceptves. Howewsr, tha tnding may e related 1o tactors
other 03n ta USE 0f 0l contraoeotives. There ts msutficsent svidence to fule oxi the
00ssitlty that pils may cause such cancers,

{ewsr cancars ot the ovary and the tmng of the uterus.

B sure 10 drecuss sny medical condTtion you may have with yOuT 0OCIOr OF CEnic, Your
GOCtor OF Clone il 12k 3 meckcal and tamily fstory betore prescribag oral contracep-
oves and wilt eamne you. The physical examination may be dalayed to another tima it
mmawmmuormwmnnmmmm
POStpOne it. You Should be remamined al ieas! ONCe 1 yE2r wisie taiung 673l CoMtracep-
trves. The aetaited patent nformation Lbetng gres you further NIoMMaton whie you
should rezd and dmouss with your aoctor or G

THIS PRODUCT (LE CONTRACEPTIVES)

PREGNANCY. {T DOES NOT PROTECT ABAIKST TRANSMESSION OF KIV (AIDS) AND
OTHER SEXUALLY DISEASES SUCH AS CHLAMYDIA. 6 HER.
PES, GENITAL WARTS, HEPATITES B, D

DETASLED PATIENT LABELIG
mmmhmwhnﬂulmmwwm
Inforvation becames svaiishie. Tharelors, piszzs review iis tadeiiag caretully.

rmmwwmuwmmawwwawm
estrogen. the bwo kindg of tamale hormands:

Ossogusir! and Etkinyl Estradiol Tabint 28 Day Regiomen Blister Card
Ewwmmwmwmmmmm
Each whie tabist contains nert mgredients.

Desogesiral and Ethiny! Extrasiol Tadiet 28 Coy Aegimen Biitier
mwmmmsmmmammmm

will 5150 hetp you detormine f you are at NSk of deveioping any of the Senous sioe
eftects of the pi, nwmmmtommnﬁuuwwmnwilbenmmm
a5 possibin. However, this labeting is not a replacement for a caretid dsCUESION between
you 2nd your doctor or cinic, You shouid (HCTSS ¥he TIOMT200N Provided in TS (abet-
g with him or her, both when you first start taking the pifl and during your revisds. You
mmsommmwmsmmmmmmmmz
you 2 on

tmnmssamwxm&nm

Oral contracepirves or “birth control pels™ of “the pif” are used to prevent preghancy
and are more effective than cther Non-surmca methods of brrth control. When they are
taken comectly, the chance of becoming pregrant is kess than 1% (1 pregnancy per 100
women per year of use) when used perfectly. without mrssing any pits. Typcat faiture
rates are achuttly 3% per year, The chance of becoming pregnant mcreases with gach
missed pil dunng a menstrual cycle.
n comparison, typical fzlure rates for other Non-surpical methods of bath control dur-
mg the tirst year of use are 25 totiows:
impiant. <%

<1%

0 1102%
Ouphragm with spermicides: 18%
Spernuc:es alone: 21%
Vagiaal sponge: 18 to 36%
Cervical Cap 1810 %%
Condom slona (maie): 12%
Condom sione (female): 21%
Periodic abstinence: 20%

No methods: 85%

WHO EHOULD MOT TAKE ORAL CONTRACEPTIVES

Cigarstis swoking lacronses the risk of sarious cardlovascaisr side eftects
from ors] costraceptive asa. This risk increases with sp¢ sad with heavy amok-
g (15 or more cigaretiss per day) and is acite markad i wemen aver 35
mrulm Women who axa eral contraceptives sre swongly advises not to

mmmmmmmmmmmmnmmwwum
are pregnant of think you may be pregrant. You should 2iso not use the pil if you have
condtions:

Biood ciots in the legs {tvombaphiebits). kings {puimonary emboksm), oF eyes
A hestory of bload ciots n the deep vesns of your lags
Chest pain (ang:na pectoris) .
Known o1 suspacted breast cancer of cancer of the hrung of the ulenus. cervix o7
woma
. UWWM‘WHIWBWHIMM)
« Yetiowng of the whites of the eyes or of the skin (Bundice) during pregnancy or
durng previous use of the pill
-Lwerumlw\lgnotwwm)
* Known of suspected pregnancy
Tell your doctor or chinic f you tave ever had any of these conditions. Your doctor or
clin can recommend a sater method of birth control

OTHER CONSIDERATIONS BEFORE TAKING GRAL COMTRACEPTIVES
Teih your coctor o7 clime # you Kave or have had:
= Breast nodules. fitrocystic Gisaass of the rsast. an abnormat breast x-ray 0r mam-

« Mgramne or other headaches or epilepsy

© Mental depression

* Galblagder. heart o kidney disease

* Hustory of scanty or rveguiar menstrual periods
Women with any of these condnrons should be checked often by thest doctor o clnic if
they chooss to uss orzl contracentaves.
Als0, be stire to intorm your goctor or chnic # you smoke 0f 2re on any megications

RISKS OF TAKING OAAL CONTRACEPTIVES

1. Ritk of develapizg dioed clets

Blooo ciots and dlockags of blood vessels are one of the most senous side eftects of
taking oral contracepives and can cRUSS death or serious dissbitty (n partcular. 2 clot
tn one of the legs tan cause tuombophishitis and & clot that trvels to the tungs can
cause a suaden biocking af the vessel carryng biood 1o the lungs. These risks are
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Qreater wath suchas and ethoy!
estradic! ablets. mmmrmmw mwnmmm

longed iness or have recently deivered 3 Daby. mmnnnslmmm
ciots. You Shouia consit your 0OCtor 0f chnet 3baut Stopping orai ConiraceDtves thiee
%0 four weeks before surgary and not takng o2l contracepves 101 two weeks after
surhery of Guring ded rest. You SNCuld S0 NOt 12ke 03l CONITACEDTIVES SO0ON Jfter deirv-
efy 01 & baby. Nt 5 advizabie to war 10r 31 16ast four weels after Gekvery if you are not
braast feedmg OF f0ur weeks atier & s6cond tmester aporhon. it you are breast feed-
mmmumwmmmmdﬂubﬁmmwm (Sea atso
mmmmwmmm
The nsk of Qrowatory dissass n Oral COMIACEDUve users may be higher i users of tugh
G0se pilts and M2y be greater with longer duraen of orat contracepsve use. In addkdion,

morRsers of ofal contraceptves, Dut the mereased risk from the oral contraceptve
mtouwmnﬂmrormmmu«ummmwum
n 2.000 usng orat wil be each year becsuse of ghnnrmal
clotiing. Mmuuumnmmnvmmmzonoomummmwm
ized each year. For oral contraceptve users in general. & has been esumared that in

“women between the 20es of 15 and 34, mmwmmn-mms

sdout 1 in 12,000 par yass. whersas for nonusers the rate 15 about 1 n 50.000 per year
tn the ags group 35 10 44, the nek is estemated (0 be about 1 0 2.500 per year tor ol
COMTaCeptve USErs and about 1 in 10,000 per yedr kar nonusers

2 Heart pitacks sad tirskns

Ofal contraceptives M3y ncreass the iNaency 10 deveiop strokes {SiDppage of rupture
0f biood vessels i the bran) and angira pectoris and hart attacks (dlockape of Bi00d
ihoTS Can causs desth or serious disabdikty.
mmmmwd:mmmmm.
of st i T ey TS e cnces
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Oral contraceptive users probatrly have 2 mmmmdmw
der drsease, RRPOUPH this risk may be retxied 10 pills contanmg high 00s2s of egro-
gens.
4. Liver tamors
In rare cases, ofal contracapteves Can cauta bengn dut dangerous tver tumors. Thase
wmmmmmmmmm.mm.am&
bie but not definte association has been founy with the Pt and hver Cancers m two
sugies, n which a few women who developed these very rare cancers were tound to
Tave gsed onl contraceptives 10 fong periods. Howeves, iver cancers sre fare.
8 cuuummummm

Soms stuckes have (€O #n SICTEISS ) the risk of developny breast cancer. partic
uizly 3t 3 younger age. Tiis mcreased sk appears 1o be resated to duration of use The
mmmmmmmmumnmmmmmw

mmmmmmnmmumdmawmm
Who use orat contracentives. However. Sus Sn0NG mJy be retated to tactors oiner than
me use af oral contraceptives. There 15 insuthcent evidence to fuie ot the passibrhity
Tt pdls m2y Cause SUCh cancers.

ESTRMATED RISK OF DEATH FROM A BIRTH CONTROL METHOD OR PREGHANCY
Al methods of birth comtrol and pregnancy are associated with 3 risk of deveiopmg cer-
t2n Orsegses wisch may lead to drsabikity or death. An estrnate of the number of geaths
2socigted with drfferem methods of bitth control and pregrancy has been caicutxied
2nd 13 shown in the tollowing table.

mmnmmowmmna D-RELATED DEATHS
WOMEN, BY FERTILITY CONTROL ACCORDING TO AGE

Method of comtrol el emitome  15-19  20-24 2529 30-M 5N HM
$o ferhidy control methods* 70 4 9.1 148 267 282
Oral contraceptwes 03 05 0% 138 16
Oral contracantives Soker* * 22 34 66 135 S1.1 172
RID™ 08 08 10 10 14 14
Corgom” 11 16 07 (¥4 03 .04
Diaphragm/spermicde 19 12 12 13 22 28
Penodic abstinence* 25 16 16 17 29 136
* Deaths are bith reizid

“* Deaths are method retated

in the preceding table, the risk of desth from any birth contral method = less than the
risk of chisdbirth, axcept for 03l comtracemiive users aver the ane of 35 w0 smoka and
pitf users over the 2ge of 40 even if they 00 not Smoke. & can be seen @ the table that
for women aged 15 to 39, the sisk of daath was highest with pragnancy (7-26 desths
per 100,000 women, mmmm}kmmo&nmmdonum the risk
61 death was ahways lower than that assocated with pregnanty 10r any age group.
although over tha age of 40, the nsk ncreases to 32 deaths per 100.000 women, com-
pared 10 28 associated with pragrancy at that age. However, for pil users who smoke
and are over the age of 35, tha estimatad number of deaths exceeds those for other
metiiods of binh control. it 3 woman s over the age ol 40 and smokes, her estimated
sk of death is tour times higher (117/100.000 women) than the estimated sk associ-
ated with pregrancy (28/100.000 women) in that age group.

The suggeshon thal women over 40 who 40 (0t Smoke should not ks oral contracep-
ives s hased on micrmaton from older. higher-dose pifis. An Advisory Commuttee of
the FDA dvacussed this issus 1 1539 3nd recommended that the beneiits of iow-0oss
ora! contraceptive Usa by heatthy, non-smokng women over 40 years of 3ge may out-
weigh the possible risks

WARNING SIGNALS
nwmmmmmwmmmmmmm cail your

dq)rm)
* Jaundice of 2 ystiowmg of the skin or eyebaits. accompanied trequently by tever.
{atigue. i0ss of appente, dark colored urme, or bght colored bawes mavements
(indicating possible liver prablsms)

TR CECLAYE AT ARSI AMITOAFNCDTIVES



VARG SIGNALS
1 any of these Adversa eflects pccur wivie you et Bkeng OTal Contraceptves. Cal vou?
dwmvorcmcmm
¢ Sharp chest pan, coughng of blood. Of sudoen Shoriness of breath (MECIMY
Pan mﬂ?m possitie ciot in e leg}
in to caft ( [
c:mummcrwmn-mwm.mmmmmw
Sudden savere NEOAChE OF YOMAK, AZNESS OF Hanhng. GSTUTTAINCES Of vion
O7 S0eech. WRANNESS. Of NUMbNESS 1N & &/ O JeQ ndeting A POSSidie sitroke)
Suaden parmai of 1083 of vision {  possitie Clot @ the #ve)
avmmu(mmm&bmmrwwmmmm
Brest; ask your doctor or Chruc 0 Show you how 10 exarming your INeasis’
o Severe pan Of lendamess i the slomach area (INICIbng & POSSIDYY Tuplured
tvet LEnos)
o Difticulty o Sieening. weakness, (ck of energy. faugue. of Change in mDod (pos-
sibly inGICINNG savere depression)
 Jaundice Of 3 yaNowag of the skm oF eyetalls. accompamed frequently ty fever
tatgue, 1055 OF apDetite, dark colored unne, o7 bt colored bowe: Movemens
(WHdXaling possibie Iver problems)

SIDE EFFECTS OF ORAL CONTRACEPTIVES

1. Yapiad! biesding

Irraguldr vagnd! bleedng or Spatting may occur whils you are takeng the gdis. irregudar
bieedting mdy vary from shgit stzinng betwesn Manstrual penods 10 Dreaxthrouph
bleethg which 5 2 HOw much kke 2 regular penod. irraqular Diseding 0CCurs MoSt often
tunng 1he first tew months of bral CoRtraceTitve us2. but May alsd OCCur aiteT you have
been taking the puf for some tme. Such hieeding may De temporary and issually does
not indicate any senars prodlems. i is imporant (o continue kmg your puUls on sched-
(e, H the ieeting occurs M Mofe than One cycie or Lsts 101 move than a few Qays. BIK
10 your doctor or it

2. Costatt lenses

H you wear contact lenses and notice 3 changs 5 vision oF an mabeity 30 wear your iens
s, Contac! your doctor of clin.

* a e

3. Fiuid iviestice
Ommmmmmmmmm)msmmwtmmor
ankjes and may rarse your biood pr ttyou contact your
gocior of chc.

4. Mg

A spotly darkening of the skin cs possitis, partrcuiasty of the face. which may perss!
§. Other sise eftects

Other si08 effects May nclude NZUSAY and vomiting. chanpe 1d appetite. headache. ner-
mummmdmmdmm rash, and wsquidl itecuans.

1§ any of these side eftacts bothes you, cail your doctor oF chnic

GENERAL PRECAUTIONS

1. Mixand pericaly atd use of o7s! contraceptives delore o7 Herig Sarly progeanty
There may be 1mmes when you May NOT menstnuale reguidiy after you have compieted
taking a Cycle of pills. (f you have Laken your pills reguiarly and mess one menstrual perr-
od. contmue taiong your piis for the next cycte but ba sue [0 informn your docTor of cin-
1 betare doeng 0. H you have not taken the pdls daily as mstructed and mrssed a men-
strual period, you may be pregnant. if you missed twg COGACUtve MensiTud Derods.
you may be pregnant. Check with your doctor Of cinc immediaiely (0 defermmne
whether you are pregrant, Oo not 10 taka oral Ui you ars sure
YOKI 29 ot pregnant. tut contmue 1o Use another method of contraception.

Tnere 15 20 contisive ewdence that ora) contraceptve ose s assocuted with an

but these tindngs have ngt been soen 0 more recent studies. Nevertheless. oral con-
xmwmnmmmmmmwmumuusmm
ang prescnped by your 8oCI07 Of ChniC. You $hould chack with your doctor 6/
mmrshmyoummwddw taken dwng pregnancy.
2. While breat! toeting
1 you are braast feeding. consylt your doctor of Cinic bElGre startmg Ord contracep-
Uves. Some of the Brug will be paszad gn Lo the ciild & the medk. A few overse etfects
on the cluid have been g of the skin (jau and breast
enirgement. in addition. ommmmmmmmmqmm
your mifk. {f possidie. do not use 073l cantracapiives white breast feeing. You should
use anoiner mathod 07 contracepton Snce treast leeding provides only partiai protec
lnnhmwmmmmwmmmwuimwawu
Oreast feed for knger periods of time. You shoukd consider starting Oral Contraceptwes
only atter you have waaned your chitd completety.
3. Laboraiory jests
#f you are scheduied for any Izboratory tests. tef your doctor or clinic you are Laking
berth controt piis. cmmuoodmnwbaaﬂmwwm pids.
4. Orug inkerattions
amwwsmynmmmmmmmmmmeﬂmmm
venting pragnancy of cause an mn Such drugs inchude
mampin. mnsuudlmmmynﬂusbawmes itor mmvle phenobartial)
Such 3s (Tegreto! & one brand of this drup). phenytom
(Dalzrtin 15 one brand of this drug). phefyitndarone (Butazotidm is one brand). and pos-
sibly ceram anubiotics. You may need 1o use adasonsi contraception when you take
drugs wivch can make gral contracentves less effective.
5. Sexunily traasmitied dissases }
Thrs proguct (kie all oral ¢ } s 0 to prevent pregnancy. it does not
protect aganst irRnsmession of HIV (AIDS) and other ssxually transimstted diseases
Such as chigmydia, genstal herpes, genital warts, gonorrhea, hepatitis B, and syphitis

NT POOITA IER
BEFORE YOU START TAKING YOUR PILLS:
. 8E SURE TQ READ THESE DIRECTIONS:
Betore you start tating yosr pis

Anytime you are 1t sive what 10 do.
YHEH!TGHTWAYIOTAKETHEPILLISTOTAKEMHLLMRYDAVATM
SAME TIME.

it you muss pils you could get pregnant. Ynsmchndammtmwm

The more pis you mess, the more tikaly you are 19 get pregnan.

3 MANY WOMEN HAVE SPOTTING OR LIGHT BLEEDING. OR MAY FEEL SICK TO
THEIR STOMACH DURING THE FIRST 1-3 PACKS OF PILLS,

It you teel sick 10 your stomach, uonmnnpuurmmwﬂ The protiem wilt osuzl
ly g0 away. ¥ ft doesn’t Qo away. Check with your doCtos of chrwe.

MISSING PILLSCMALSO CAUSE SPOTTING OR LIGHT BLEEDING. even when you
make up these missed pilts. On the dayt you take 2 piks 1o make up for mrssed pals.
you could aiso teel a Idtle sick 10 your stomach.

IF YOU HAVE VOMITING OR (HARRHEA. for any reason, or iF YOU TAKE SOME
MEDICINES, meiuding some antitngbes, your pitls may nof work a5 well

Use 2 back-up method (such a5 congams. foam. nvsponqa]wmlyuumm
yout d0CI07 OF Cine.

. IF YOU HAVE TROUBLE REMEMBERING TO TAKE THEPlLL.unloywrooanrov
chnic about how 10 make pf-teking easiar Or aboit using nomer method af birth
control.
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7 F YOU HAVE ANY QUESTIONS OR ARE UNSURE ABOUT THE INFORMATION (N
THIS LEARLET. calt your GOCIOr OF Ciimc

YOU START TAXING YOUR MLLS:
DECIMWTWEGDAYYWWMTOTMWNLIlsﬂnaommww
1 3t about the same
LOOKA‘!YDURHLLPACK szsnmmsz\oazmu.s:

The 21-pdi pack has 21 “active” rose-cainred) pils (with hormones) to take tor 3
mntoﬂomnﬂmhmmnws
The 28-md pack has 21 ~actve” {rose-cojored] pifs (wilh hormanes) t take for 3
weeks, (Dilowsd by 1 week 0t renunges [whie] pis (without hormones).
3. ALSO FIKD
1) where an e pack 1o start takeng the pitis.
2)nmmmmm;ﬂh(mn:ms)w
3) he weex numbers pnnted on {ha pack

EAPE]  caneow
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4, BE SURE YOU HAVE READY AT ALL TIMES:
ANOTHER KIND OF BIRTH CONTROL (such as candoms, foam. of Spongs) 10 use
25 2 back-yp n CasE you miss pills.
AN EXTRA. FULL PILL PACK.
WHEN TO START THE FIRST PACK OF PILLS:
You have a choice of which day 10 stast tlang your hrst pack of pits. Decade with your
doctor o7 cline winch 15 the best day for you. Pyck a time 01 day which will be sasy 10

rEmemoe!.
DAY 1 START:
1 Mmmmmmmmmmmamm(mﬂmuym
start bieeding or SpoTEng. even 1 i 8 almost medmgit when the bigeding begns.|
2. Puace this day lade! sty on the cycis tablet dispensey over the area that has the dzys
of the week (Startmg with Sunday) printed on the bister card.

Pick Comrect Day Label  iTHU FR1 SAT SUN MON TUE WED

Note: If the first day of your period is 3 Sunday, you can skip stegs #1 and #2.
3. Take the first “active™ |rose-colosed] pul of tha first pack dunng the fixt 24 hiours of

FOUT 0EN0Y.

4. You wil not need to use 3 back-up method of birth control, sinca you afe startmg the
psnamebewmmmmoemd

SUNDAY STAR

1. Tmmanm “active” {rose-coiored) pdi of the first pack on the Sunday aftey yoor
ptriod stars. even f you are stilt bieedng. If your penod begins on Sunday, start the
pack that same dry.

2. \ise aoother method of birth cortrod as a back-up method i you have sex anytime
trommeSuMayyoumﬂyunfrs!mmumermSanhyumm Candoms,
foam. or the are qood back-up methods of birth control

WHAT TO DO THE MONTH:

1. TAKE ONE PILL AT THE SAME THAE EVERY DAY UNTIL THE PACK (S EMPTY.

Do not siap pdis even # you are spotting or bleeding between mortthly penods of feel

Sick {0 your stomach (naused)

Do not siop gafis even it you do not have sex very often.

2. WHEN YOU FINISH A PACK OR SWITCH YOUR BRAND OF PiLLS:

Uupillss  Wad 7 days 1o start the next pack. You will pratably have your peniod
wmg&m Be sure that no mors than 7 days pass between 21-
day )

Hplils:  Start the next pack on the day after your tast “reminder™ pill. Da not wait
Yo s L

WHAT TO DO If YOU PILLS:

1f you MISS 1 [rose-cotored) “active” oM.

1. Taka 1t as soon a5 you remember. Take the next pil at your regutar tme. This means
you ake 2 pils i 1 day.

2 You do not need 1o use 2 hack-up birth control method # you have sex.

1f you MISS 2 {rosa-colored] “active™ pefs m 8 row in WEEX 1 0R

WEEK 2 of your pack:

1. Take 2 palis on the day you remember and 2 pills the hext day.

2. Then take 1 pil 2 day until you finish the pack.

3. You MAY BECOME PREGNANT il you nave sex m the 2 days after you miss pills. You
MUST use another bérth control method (such a5 condoms, 10am. Or S00NgE) 25 3
back-up method tor those 7 gays.

If you MISS 2 |rose-colored] “active” pilis in a row in THE SRD WEEK:

¥ yoo are a O3y 1 Starter:

mnowommmmmomwmmnamuuMunmy

¥ you are & Susday Starter:

Keeomm!mmmy Suncay.
On Sunaay, THROW GUT the rest of the pack and stan 3 new 0ack of pills thal same

-

aay.
You may nal have your period thes month but this i expecied. However, d you miss
your period 2 months in a row, call your Joctor of clivic because you mght be preg-

nant.

You MAY SECOME PREGNANT it you have sex in the 7 days after you miss piis.
You MUST uss another brth contro! method (such 25 SONOCMS, 102M. Of sponge)
3 2 back-up method for thosa 7 days.

H you MI3S 3 OR MORE [ross-colored) “achve” pills in a row (durmy) the first 3 weeks).
1. Nyou are 2 Day 1 Starter.
mwommwdmumwlmmammmumdw

#uni sva s Crendaw Qrarter

g
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¥ you 59 8 Sansay Strier.
Keep taing 1 pifl overy day voti! Sunday.
ncay, THROW GUT the resi of the pack and start  new pack of pdis that same

2 You may not have your period thus month but this is expected. However. f you meg
your penod 2 MOnths in 2 row. el yout daCtor O CYUC DECAUSE YO MTiaght be Drey.

fani,
3 Yoy MAY BECOME PREGRNANT rf you have sex 1n the T days after you mess psiis,

kumrmmrmhmum(WBmm foam. or sponge)

back-up methad for those 7 days

wa:onwlwlm peis tn & 1ow (Gunng the first 3 weeks)
1. Npowarea Doy ?

mﬂwmﬂmmdmmwkmmnammmwm

N you gre 3 Sawisy Starter,

Kewp taking 1 ol every gdy untd Sunday.

On Sundzy. THROW QUT the rest of the pack and start a new pack of il that same
2 mmmmmmmmmm"w However. d you Mess

mmzmmam cafl your doctor or CHTHC DECaUSE YOu gt be preg-

3 Voumvsfmusmcmuyoummmm1ma1mmmnm
You MUST se ancther brrth control method {SUCh 35 condoms. toam. o1 $ponge}
as 3 back-up method for thoss 7 days

Ammmmnmm
ymw-wumnmu) “remindsr” pilis in Week 4:

THROW AWAY {he pillt you missed

Mumlﬂuhmmmwﬂm

You do nat need 8 back-up method.

RIMJ.V IF YOU ARE STILL KOT SURE WHAT TO DO ABGUT THE MLLS YOU HAVE .

UAGIMD(-UPMETNDHMM

KEEP muus OME |rose-coiored] -Acnvr mu EACH DAY yrtil you Gan faach your -

PREGNANCY GUE TO PHLL FARURE

ryoruyoumnnpuuukmtmpmm pregrancy.
mmmwmuwmmmmamwmmmmww
fancy opeurs soon after stoppng the pill

OVERDGSAGE

&mmmmmmmmmnwmmwmmwm-
traceptwes by younp children. Overdosage may C2uS# Nisea and withdrawai biessing
nm,lnmmmmmrmm clme of pharmacsst.

OTHER ONFORMATION

Your doctor of cknic will take 3 medical and tamily husiory Defors DYESCROMg 03! Con-
traceptves and will examine you. The physical examanation may be deiayed to ancther
Bme @ you request d and your Goctor of clinic beives that d e 2 Goad medkcal oractice
10 POStpone €. You Shouid De reexamened 2t iaxct once & year, Be sure Lo miorm yous
00CI0f or clinis if there is a tamily history of any of the conditions ksted previously in
this teatier. Be sure to keep ali 2ppONItMeNts with YouZ GOCIOr OF CHIUC becausa this £ 2
mwmnmmwmdwmmwmm;se

Do nol use the drug for any condrbon Other than the ong tor which a was prescribed
Tnsmmsmmmspeunwumvyw 00 not grve it 10 Gthers who My want
bérth Cortrol pis.

HEALTH EENEFITS FROM ORAL

COWTRACEPTIVES -
in addion to preventng pregrancy. use of combxnabion orai conraceptves may pro-

vide certam bensits. They are:

* mensirual cyces may become more teguisr

« blood flow disring menstnution may be bighter and less iron may be lost Theratore,
anema due to ron deficiency 15 less ey to occur

* {20 or OINer SympIoms during may be less

< ectopic (tubal) pregnancy may ocour less frequenty.

* NONCZNCLIOLS CYSS OF WMpS In the breast may occur less trequenty,

* acute peic inflammatory disease may occur less frequently.

* ofal comraceptive use may provde Some protection against developing two forms
of cancer: cancer of the ovanes and cancer of the bning of the uterus.

it you want mors information about birth controf pills. 2tk your goctar, cmc or phar-
macist They have a mare technica! lsallet catied the Prolessiorai Labaling. which you
may wish to raad. The Professional Labekng 5 2is0 publshed m a book snistied
Physicans Desk Reference, avaiiable in many book stores and pubNc libraries.

DURAMED PHARMACEUTICALS, INC.
CINCINNATL, OHIO 45213 USA




